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SCIENCE AND MISSION AT RISK: FDA’S SELF- 

ASSESSMENT 


TUESDAY, JANUARY 29, 2008 

House of Representatives, 

Subcommittee on Oversight and Investigations, 

Committee on Energy and Commerce, 

Washington, DC. 

The subcommittee met, pursuant to call, at 10:00 a.m., in room 
2123 of the Rayburn House Office Building, Hon. Bart Stupak 
(chairman) presiding. 

Members present: Representatives Stupak, DeGette, Melancon, 
Waxman, Green, Schakowsky, Inslee, Dingell (ex officio), Shimkus, 
Walden, Murphy, Burgess, Blackburn and Barton (ex officio). 

Staff present: Chris iGiauer, Keith Barstow, Scott Schloegel, 
John Sopko, Angela Davis, Kyle Chapman, Alan Slobodin, Peter 
Spencer, and Whitney Drew. 

OPENING STATEMENT OF HON. BART STUPAK, A REPRESENT- 
ATIVE IN CONGRESS FROM THE STATE OF MICHIGAN 

Mr. Stupak. This meeting will come to order. 

Today we have a hearing entitled “Science and Mission At Risk: 
FDA’s Self-Assessment.” Each member will be recognized for a 5- 
minute opening statement. I will begin. 

Since the Federal Food, Drug and Cosmetic Act was first enacted 
in 1938, the FDA’s role in protecting American consumers has ex- 
panded considerably. The FDA is now responsible for ensuring the 
safety of medical devices, human food, animal feed additives, new 
human and animal drugs, human biological products, the list goes 
on. Today, no new pharmaceutical product or medical technology 
can be used in the United States without the FDA first deter- 
mining that it is safe and effective for its intended use. By some 
estimates, the agency now regulates more than $1 trillion in con- 
sumer products or close to 25 cents of every U.S. dollar spent. Un- 
fortunately, as this committee under both Republican and Demo- 
cratic leadership has documented, FDA’s resources have become 
wholly inadequate, given the agency’s expansive mission. Accord- 
ingly, the agency’s ability to protect American families from unsafe 
food, drugs, medical devices and other products has radically dete- 
riorated. Last year’s slew of tainted consumer goods and related re- 
calls were the proverbial canary in the coalmine, illustrating the 
strain under which the FDA now functions. 

To his credit, in 2006 FDA Commission Andrew von Eschenbach 
requested the FDA’s Science Board, which is his primary advisory 
group, which is made up of a special subcommittee, to assess 

( 1 ) 
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whether science and technology at the agency is capable of sup- 
porting existing and future regulatory operations. The sub- 
committee had extensive input from 30 world-class external advi- 
sors representing industry, academia and other government agen- 
cies. These experts were selected based on their extensive knowl- 
edge of cutting-edge research, budget, science and management op- 
erations. Their assessments were compiled in a report entitled 
“FDA Science and Mission at Risk, Report of the Subcommittee on 
Science and Technology.” All 33 advisors and subcommittee mem- 
bers signed off on the findings of this report and was presented to 
the FDA last month and unanimously accepted by the Science Ad- 
visory Board. 

Today we have the honor and privilege to hear directly from the 
chair of the Science Board subcommittee as well as from a number 
of its expert advisors. They will raise a number of concerns regard- 
ing FDA’s current capability. More directly, they will raise their 
concern that the FDA’s overall mission of protecting public health 
is at risk. The report’s findings are shocking and extensive. Some 
key concerns include the following. 

The FDA cannot fulfill its mission because its scientific base has 
eroded and its scientific organization structure is weak. It does not 
have the capacity to ensure the safety of the Nation’s food supply 
furthermore. The FDA’s ability to provide basic inspections, con- 
duct key rulemaking and carry out enforcement actions are se- 
verely eroded as is its ability to respond to food-related outbreaks 
in a timely manner. During the past 35 years the decrease in FDA 
funding has forced the agency to impose a 78 percent reduction in 
food inspections. The FDA cannot fulfill many of its core regulatory 
functions because its IT infrastructure is obsolete, unstable and in- 
efficient. The agency faces substantial employee recruitment and 
retention challenges. The agency has insufficient access to clinical 
data needed for various core missions and thus cannot effectively 
regulate products based on new science, and this list goes on and 
on. 

Alone, each one of these issues would be a daunting task to re- 
solve. Taken together, they suggest much of the FDA’s core regu- 
latory mission is at risk. When coupled with the recent findings by 
the Government Accountability Office (GAO) regarding the agency’s 
effort to inspect food, foreign-made drugs and medical devices, the 
situation is truly alarming. As pointed out in the GAO report, 
American lives are now at risk. 

The findings of this report, however, should come as little sur- 
prise to members of this subcommittee. The work we conducted last 
year provides ample evidence that FDA is increasingly struggling 
to perform its most rudimentary regulatory mission. For example, 
the subcommittee held four hearings last year related to how FDA 
protects Americans against substandard foods. These were prompt- 
ed because of incidents involving tainted human and pet food and 
other commodities. FDA’s failed regulation of domestic food pro- 
ducers, its ill-conceived plan to close laboratories and reorganize 
field staff and its inability to ensure the safety of imported foods 
from China and other foreign markets painted a bleak picture of 
FDA’s ability to protect the Nation’s food supply. 
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In addition to our food safety investigations, the subcommittee 
examined FDA’s foreign drug inspection program. The investigation 
found FDA’s IT system for managing drug imports and related in- 
spections was antiquated and disturbingly incapable of providing 
timely and basic data. Because of resource constraints on field in- 
spectors and related travel, FDA could only inspect about 7 percent 
of all foreign establishments in any given year. Experts told the 
subcommittee that foreign drug firms should be inspected at least 
once every few years but at that rate it would take the FDA 13 
years to inspect each foreign establishment for one time. 

Today GAO will report similar findings relating to FDA’s ability 
to inspect foreign medical device manufacturers. One of the key 
findings of the Science Advisory Board report is that, and I quote, 
“In contrast to previous reviews warned crisis would arise if fund- 
ing issues were not addressed. Recent events and our findings indi- 
cate that some of those crises are now realities and American lives 
are at risk.” These observations are troubling and they fit a pat- 
tern. FDA is increasingly being asked to do more and more with 
less and less and many of the agency’s tools and resources are 
stretched to the breaking point and incapable of supporting the 
agency’s mission. 

I would like to thank the witnesses who will be testifying today. 
Your work has assisted the committee greatly and we look forward 
to your continued help and leadership. The committee takes the re- 
ports and your findings very, very seriously. The deterioration of 
the FDA’s ability to protect the American people did not happen 
overnight. This deterioration is like a cancer that has developed 
over many years under the watch of both Republican and Demo- 
cratic administrations. This deterioration is also not something 
that will be changed overnight, but there are many recommenda- 
tions in the Science Advisory Board report that can be addressed 
immediately. 

The FDA and Congress have an opportunity for great leadership. 
It is my sincere hope that Commissioner von Eschenbach will com- 
mit to us that he will not just accept the startling findings and the 
positive recommendations made by the Science Advisory Board but 
that he will develop and implement the Science Advisory Board 
and GAO recommendations to put the agency back on track as the 
world’s premiere agency to safeguard food and drugs. 

The Commissioner should know that Congress is not willing to 
throw more money at the problem. We will require a realistic plan 
with vision and measurable results to ensure the promises made 
are commitments kept. The Commissioner has taken the first step 
in developing a plan by asking for this report. He has also shown 
a willingness to listen and learn from our hearings. Just last week 
he announced that he will implement one of our key recommenda- 
tions from last fall’s hearing on drug imports. The FDA plans to 
open offices in foreign countries such as China and India where so 
much of our food and drugs now come from. This is an important 
small step. With required follow-through and oversight it can be a 
positive step. I look forward to working with the Commissioner on 
how he can forge ahead to give the FDA the tools necessary to pro- 
tect the American public. Our Nation deserves nothing less. 

[The prepared statement of Mr. Stupak follows:] 
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Statement of Hon. Bart Stupak 

Since the Federal Food, Drug, and Cosmetic Act was first enacted in 1938, FDA’s 
role in protecting the American consumer has expanded considerably. FDA is now 
responsible for ensuring the safety of medical devices, human food, animal feed ad- 
ditives, new human and animal drugs, human biological products, and the list goes 
on. Today, no new pharmaceutical product or medical technology can be used in the 
U.S. without FDA first determining that it is safe and effective for its intended use. 
By some estimates, the agency now regulates more than $1 trillion in consumer 
products or close to 25 cents of every U.S. consumer dollar spent. 

Unfortunately, as this Committee under both Republican and Democratic leader- 
ship has documented, FDA’s resources have become woefully inadequate given the 
agency’s expansive mission. Accordingly, the agency’s ability to protect American 
families from unsafe foods, drugs, medical devices, and other products has radically 
deteriorated. Last year’s slew of tainted consumer goods and related recalls was the 
proverbial canary-in-the-coal-mine illustrating the strain under which the FDA now 
functions. 

To his credit, in December 2006, FDA Commissioner Andrew von Eschenbach re- 
quested that the FDA Science Board-which is his primary advisory group-form a 
special subcommittee to assess whether "science and technology" at the agency is 
capable of supporting existing and future regulatory operations. 

The subcommittee had extensive input from 30 world class external advisors rep- 
resenting industry, academia, and other government agencies. These experts were 
selected based on their extensive knowledge of cutting-edge research, budget, 
science, and management operations. Their assessments were compiled in a report 
entitled, "FDA Science and Mission at Risk: Report of the Subcommittee on Science 
and Technology." All 33 advisors and subcommittee members signed off on the find- 
ings of this report, which was presented to FDA last month and unanimously ac- 
cepted by the Science Advisory Board. 

Today, we have the honor and privilege to hear directly from the Chair of the 
Science Board’s Subcommittee as well as from a number of its expert advisors. They 
will raise a number of concerns regarding FDA’s current capability. More directly, 
they will raise their concern that the FDA’s overall mission of protecting the public’s 
health is at risk. The report’s findings are shocking and extensive. Some key con- 
cerns include the following: 

• The FDA cannot fulfill its mission because its scientific base has eroded and 
its scientific organizational structure is weak; 

• The FDA does not have the capacity to ensure the safety of the Nation’s food 
supply; 

• The FDA’s ability to provide basic inspections, conduct key rulemakings, and 
carry out enforcement actions are severely eroded, as is its ability to respond to 
food-related outbreaks in a timely manner; 

• During the past 35 years, the decrease in FDA funding has forced the agency 
to impose a 78 percent reduction in food inspections; 

• The FDA cannot fulfill many of its core regulatory functions because its IT in- 
frastructure is obsolete, unstable, and inefficient; 

• The agency faces substantial employee recruitment and retention challenges; 

• The agency has insufficient access to critical data needed for various core mis- 
sions and thus cannot effectively regulate products based on new science; 

And the list goes on. 

Alone, each of these issues would be a daunting task to resolve. Taken together, 
they suggest much of FDA’s core regulatory mission is at risk. When coupled with 
the recent findings by the Government Accountability Office (GAO) regarding the 
agency’s effort to inspect food, foreign-made drugs, and medical devices, the situa- 
tion is truly alarming. As pointed out in the GAOreport, "American lives are now 
at risk." 

The findings of this report, however, should come as little surprise to Members 
of this Subcommittee. The work we conducted last year provides ample evidence 
that FDA is increasingly struggling to perform its most rudimentary regulatory mis- 
sions. 

For example, the Subcommittee held four hearings related to how FDA protects 
Americans against substandard foods. These were prompted because of incidents in- 
volving tainted human and pet food and other commodities. FDA’s failed regulation 
of domestic food producers, its ill-conceived plan to close laboratories and reorganize 
field staff, and its inability to ensure the safety of imported foods from China and 
other foreign markets, painted a bleak picture of FDA’s ability to protect the Na- 
tion’s food supply. 



5 


In addition to our food safety investigations, the Subcommittee examined FDA’s 
foreign drug inspection program. That investigation found FDA’s IT system for man- 
aging drug imports and related inspections was antiquated and disturbingly incapa- 
ble of providing timely and basic data. 

Because of resource constraints on field inspectors and related travel, FDA could 
only inspect about 7 percent of all foreign establishments in any given year. Experts 
told the Subcommittee that foreign drug firms should be inspected at least once 
every few years, but at that rate it would take FDA 13 years to inspect each foreign 
establishment a single time. Today, GAO will report similar findings relating to 
FDA’s ability to inspect foreign medical device manufacturers. 

One of the key findings in the Science Advisory Board’s report is that "In contrast 
to previous reviews that warned crises would arise if funding issues were not ad- 
dressed, recent events and our findings indicate that some of those crises are now 
realities and American lives are at risk." These observations are troubling and they 
fit a pattern: FDA is increasingly being asked to do more and more with less and 
less and many of the agency’s tools and resources are stretched to the breaking 
point and incapable of supporting the agency’s mission. 

I would like to thank the witnesses who will be testifying today. Your work has 
assisted this Committee greatly, and we look forward to your continued help and 
leadership. The Committee takes the report’s findings very seriously. 

The deterioration of the FDA’s ability to protect the American people did not hap- 
pen over night. This deterioration is a cancer that has developed over many years, 
under the watch of both Republican and Democratic Administrations. This deterio- 
ration is also not something that will be changed over night, but there are many 
recommendations in the Science Advisory Board’s report that can be addressed im- 
mediately. 

The FDA - and Congress - have an opportunity for great leadership. It is my sin- 
cere hope that Commissioner von Eschenbach will commit to us that he will not just 
accept the startling findings and the positive recommendations made by the Science 
Advisory Board, but he will develop and implement the Science Board and GAO’s 
recommendations to put the agency back on track as the world’s premier agency to 
safeguard food and drugs. The Commissioner should know, that Congress is not 
willing to just throw more money at the problem. We will require a realistic plan 
with vision and measurable results to ensure the promises made are commitments 
kept. 

The Commissioner has taken the first step in developing a plan by asking for this 
report. He has also shown a willingness to listen and learn from our hearings. Just 
last week he announced that he will implement one of our key recommendations 
from last fall’s hearing on drug imports. The FDA plans to open offices in foreign 
countries such as China and India, where so much of our food and drugs now come 
from. This is an important small step - with required follow through - and oversight. 

I look forward to working with the Commissioner on how we can forge ahead to 
give the FDA the tools necessary to protect the American public. Our Nation de- 
serves nothing less. 


Mr. Stupak. I would next turn to my friend, the ranking mem- 
ber, Mr. Shimkus from Illinois, for an opening statement, please. 

OPENING STATEMENT OF HON. JOHN SHIMKUS, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF ILLINOIS 

Mr. Shimkus. Thank you, Mr. Chairman. 

Today’s hearing will focus on the findings and recommendations 
by the special subcommittee of the Food and Drug Administration’s 
Science Advisory Board, which sought to review the state of science 
at the FDA, and I appreciate your attendance and your work. 

As we will hear this morning from some of the report’s distin- 
guished authors, the ability of the agency to carry out its various 
missions to protect the public health has severely deteriorated over 
the past 2 decades. This has occurred because more has been asked 
and required of the agency over the years without the requisite re- 
sources provided to do the job. As we will hear, the report does not 
paint a pretty picture. This report makes the case for strength- 
ening the FDA in very sobering language. We will hear about obso- 
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lete information networks, failures of planning, the draining of 
science talent, loss of key managers, and that Congress has enacted 
more than 100 statutes with little added funding. These findings 
are troubling but not surprising. 

We know from this subcommittee’s own investigation that there 
are serious shortcomings in FDA’s ability to manage and confront 
21st century challenges in food and drug safety. In the hearing 
today, I believe we should be careful as we react to the testimony 
to focus on what we need to understand. If we are serious about 
making progress on resources, we will need strong bipartisan sup- 
port. Such support was behind the budget increases for the Centers 
for Disease Control and the National Institutes of Health. We 
should resist taking shots at the Administration or the Commis- 
sioner. The FDA’s problems are longstanding and can be traced to 
both political parties. 

It would be very tempting to pile on the negative findings so 
much that we create an image in the public’s mind of an agency 
that cannot be fixed. That burning down the village to save it ap- 
proach won’t work. The more we do that, the harder it will be to 
make a case down the road that more resources here and more sci- 
entists there can actually fix the problem. Our job will be to build 
evidence for areas where we can make a bipartisan case and we 
should focus on that objective. 

There are a few areas I am hopeful we can examine today. First, 
I understand the Science Board report provided an outline for a 
strategy to restore FDA capabilities in a number of areas. I would 
like a clear understanding of some of those structural fixes that 
had been proposed and how these will contribute to the agency’s 
mission, and where possible, I would like to know what would be 
the absolute top priorities. I would like to understand how the 
board’s strategy dovetails with the Commissioner’s own strategy for 
focusing the agency on current and future risk. How will the two 
work together and what measures or indicators can we expect that 
will help us see how important gaps can be filled? 

Second, we have to be wary of the bureaucratic imperative to ex- 
pand into areas beyond the agency’s basic mission. Bureaucracies 
such as the FDA tend to want to expand their turf through more 
regulation and litigation. Thus, some additional resources wind up 
diverted for expanding turf, not enhancing basic mission capacity. 
We have to be very candid about the fact that many problems that 
this subcommittee has identified raise questions about manage- 
ment of resources and decisionmaking at the agency. 

As we consider the Science Board’s recommendations, we have to 
reconcile those with our own work. We have to explore how we can 
develop confidence that money expended will be expended effi- 
ciently on the most pressing and essential needs. I would like to 
hear from the GAO about improving the management culture at 
the FDA. 

The subcommittee needs to complete its own diagnosis of the 
FDA’s problems. For example, we know Congress responds to the 
FDA’s needs when the case can be made. After September 11, the 
Secretary of HHS, Tommy Thompson, made his case to Congress 
and the Administration for more resources, some 600 FDA inspec- 
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tors, and we responded. We know now that those inspectors have 
fallen off the books. How did this happen and why did it happen? 

Finally, we should also recognize that we have a great oppor- 
tunity to focus both on the management and structural reforms as 
well as resources needed. We are fortunate to have Commissioner 
von Eschenbach here today. He has demonstrated by this report, 
other actions and even his presence today that he is seeking a way 
to move this agency into the 21st century. We should support him 
in this effort, and the challenge today will be to work with each of 
the panelists to start building the bipartisan case we need to move 
forward, and I guess in ending, in one year the Commissioner has 
been here four times and in three of those testimonies he sat 
through the hearing prior to his testifying. He will do so today. He 
is in the audience. We appreciate that. That doesn’t include the in- 
dividual staff meetings like yesterday that you have committed to. 
I do think that does represent goodwill and hopefully we can work 
together to move forward. 

Thank you, Mr. Chairman. 

Mr. Stupak. Thank you, Mr. Shimkus. 

Mr. Inslee for an opening statement, sir. 

OPENING STATEMENT OF HON. JAY INSLEE, A REPRESENTA- 
TIVE IN CONGRESS FROM THE STATE OF WASHINGTON 

Mr. Inslee. Thank you. I want to thank Mr. Stupak for having 
these hearings, and I want to focus on the problem of medical 
scams, and this is a problem one would have thought that we had 
under control in this country after centuries of flimflam artists 
using people’s desperation to their profit. But I was looking at a Se- 
attle Times series about the explosion of the medical scam industry 
in the United States and it does appear to be not just an aberration 
but a multinational industry that we are totally not controlling in 
the United States, and I was flabbergasted to read the stories of 
what is going on out there using fancy flashing light electronic giz- 
mos to make people think they are being cured and in fact they are 
being abused by these medical scam artists and it is not a small 
thing. 

Just to tell you how tragic it can be, I will just tell the story of 
one lady named Joan Burgraff, a 58-year-old woman in Tulsa who 
was having pain and had lost her husband to cancer. She was 
upset with the medical community, or at least didn’t think the 
medical community could help her. She started to develop pain in 
her joints so she went to a clinic by a person who had been trained 
in Seattle using a device called the EPFX and they took this 
woman in and they strapped her to a chair and put all kinds of offi- 
cial looking electronics on her and plugged into a little box with a 
bunch of flashing lights and allegedly diagnosed her condition, and 
the operator later said that the way it worked is, you put the ma- 
chine in zap mode and they zapped her for some period of time, 
telling her that they were taking care of her problem. Months and 
months went by. Finally she became worse and worse, developed 
terrible, terrible situations, blacking out, tremendous pain. Her son 
finally convinced her to go to a hospital. They had to transfer her 
by helicopter to get her to the hospital at that point. And as the 
story, as you can tell, ended, she had undiagnosed leukemia and 
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died shortly thereafter. Now, we don’t know what her course would 
have been hut we do know that it was inhuman to expose this 
woman to some multi-colored light device that rohhed her of any 
real hope that she really may have had, and I really can’t think 
of a viler thing to do than to use people’s desperation, which is 
going on over and over again in this country. That is the story in 
Tulsa. 

A story closer to home, a woman named Karen MacBeth, who is 
59, had cancer, terrible pain, looking for some alternative, went to 
a “clinic” in Port Orchard, Washington, using a machine called the 
EPFX machine. Same thing happened to her. She spent $17,000 
out of her life savings. She was told that the treatment could cure 
cancer. She believed that. Later on the machine turned out to be 
something that would basically generate random electronic flashing 
pulses but no relationship to anybody’s health, and she later died, 
having had no effective medical treatment that was delayed be- 
cause of this scam. 

Now, I will point out that from this excellent work by the Seattle 
Times, we find out this is something that is going on all over the 
country. There is one company with a fellow American who is now 
avoiding an indictment who is in Budapest that is operating these 
scams in 22 different countries around the world. This is like a 
major international corporation, and the fact that the United 
States of America can’t shut it down is really sad. It is kind of pa- 
thetic, really, that we know that this is going on on a routine, con- 
sistent, repeated basis across this country and we can’t shut these 
people down. 

So we need to know how we address these mega scams’ multi- 
national efforts, how we really look at this honor system which is 
allowing people to get these machines in being treated as “bio- 
feedback” machines and then they are told to the patient that they 
cure everything from cancer to osteoporosis to you name it, how we 
are going to get over this problem of using independent review 
boards, because some of these machines I have talked about, they 
have gone through a loophole using “independent review boards” to 
treat them as clinical trials while they are really just perpetuating 
these scams, and how finally we are going to get targeted resources 
and IT systems into the FDA so that they can finally find out what 
is even out in the marketplace, and I hope these hearings will be 
helpful to really get to the bottom of this. It is just incredible that 
this is going on in the United States and we have got to put a stop 
to it. Thank you. 

Mr. Stupak. I thank the gentleman for his time. You are talking 
about the EPFX machines and they are being used also in Michi- 
gan. You are correct in that there is a nine-count warrant against 
the so-called inventor of these machines for a scam, and the FDA 
did bring that charge against him. The gentleman has fled to Bu- 
dapest, Hungary, and the committee is looking at it at your urging, 
an area we will take a look at. If we have a warrant for the indi- 
vidual that creates the machines, why do we still allow them in the 
country? It is still beyond me. It is something we will look at. 

Mr. Barton for opening statement, please. 
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OPENING STATEMENT OF HON. JOE BARTON, A 
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS 

Mr. Barton. Thank you, Mr. Chairman. 

As most of us know, we are having a hearing in the Health Sub- 
committee right now about SCHIP, which I have been asking for 
for almost a year, so I am going to have to go up there some too 
so I am not being disrespectful to this hearing, but I will come back 
and shuttle back and forth. 

Obviously today we are having an important hearing on the fu- 
ture of the FDA. We are going to take a look at the latest study 
about FDA and its science mission, mission at risk. It was prepared 
by the Science Advisory Board, Subcommittee on Science and Tech- 
nology. I don’t think it is a big news flash that the report found 
that the scientific capacity of the FDA is eroding as a result of lack 
of funding. We have got hearings in this committee as far back as 
1955 that says the same thing. From the 1955 hearing, the quote 
was, “Adequate accomplishment on this recommendation will not 
be possible until much larger funds and facilities are made avail- 
able to the FDA.” That is over 50 years ago. 

What is troubling about the latest report is the pessimistic tone 
almost across the entire report. There doesn’t appear to be much 
positive anywhere, and obviously we can provide more funding. 
This committee has shown in a bipartisan fashion that we can do 
that. We just in the last Congress reauthorized and increased the 
authorization for the National Institutes of Health. It is one of my 
signature accomplishments as chairman. We are still trying to get 
the appropriators to follow through on what the authorizing com- 
mittee has done but if there is a need and there is bipartisan will, 
we can get some of this stuff done. We shouldn’t use this report to 
beat up on President Bush or Dr. von Eschenbach, who is out in 
the audience. Today is either the fourth or the fifth time that he 
has appeared in person before this subcommittee in the last year. 
I can’t recall another FDA commissioner who has been that acces- 
sible in a personal way to the subcommittee and the full com- 
mittee. We know that the problems at the FDA are longstanding. 
It is my opinion that they are not of a political nature. They are 
more of a process and just a structural nature. If we are going to 
get more resources for the FDA, we are going to have to work to- 
gether and I am sure that Mr. Stupak and Mr. Dingell want to do 
that. 

We also know that when the Congress does provide more funds 
to an agency like the FDA, sometimes the money just disappears. 
It just goes into bureaucracy and we never see it again. For exam- 
ple, 6 years ago after 9/11 and the anthrax attacks. Health and 
Human Services Secretary Tommy Thompson came before the com- 
mittee and the Congress and asked for more than 600 new FDA 
inspectors at the border. We gave him the money, he got the in- 
spectors. Five years later the inspectors are gone. What happened? 
As the FDA continues to struggle to meet its responsibilities in this 
21st century, we need to make sure that their struggles are not 
simply a result of a bureaucracy that takes money and swallows it 
up and we never see it again. 

I am very pleased that we are going to have a panel of experts 
before us today. I am sure that they are going to be frank and I 
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am sure that they are going to give us honest answers about what 
they think is really the problem. As I have said, I am also pleased 
that Commissioner von Eschenbach is here. He is going to have a 
long day today. The usual practice is for a presidential appointee 
to go first and then to clear out. Dr. von Eschenbach is going to 
sit here and listen to the experts so that when he appears before 
us this afternoon, he will have had the comfort of hearing what the 
folks before him had to say. 

So Mr. Chairman, I am glad that we are having the hearing. I 
am going to be going back and forth but obviously we want an FDA 
that is up to snuff on the science mission so that it can do all of 
its missions also. Thank you. 

Mr. Stupak. Thank you, Mr. Barton. I would also note that there 
is a Telecommunications and Internet Subcommittee hearing also 
going on today so Mr. Dingell has three different hearings going at 
once. It keeps us all busy, and I know members will pay attention 
to their assignments but we will be shuffling back and forth all 
day. 

With that, let me yield to Mr. Dingell, chairman of the full com- 
mittee, for an opening statement, please, sir. 

OPENING STATEMENT OF HON. JOHN D. DINGELL, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF MICHI- 
GAN 

Mr. Dingell. Mr. Chairman, thank you for the recognition. I 
want to begin by commending you for today’s hearing and for your 
fine leadership of this very, very important subcommittee, and I 
want to say a word about my friend, Mr. Barton, and I want to ex- 
press to him my appreciation of his leadership, cooperation and 
ability and the fact that he and I continue our ability to work to- 
gether on matters affecting the public interest, and with that ex- 
pression of respect and affection, I want him to know my apprecia- 
tion for him and his service. 

Mr. Chairman, I also want to commend our panel on which I will 
comment a little later. As you stated earlier, Mr. Chairman, the 
Food and Drug Administration is responsible for ensuring the safe- 
ty of nearly $1 trillion of products used by Americans every day 
from medical devices to foods to pharmaceuticals and even pet 
foods and foods which are manufactured and products which are 
manufactured in this country and around the world. Each of us 
probably uses a product or many products each day that has been 
reviewed, studied or regulated by FDA, or perhaps not regulated by 
FDA as it should for want of resources and ability or personnel to 
carry out its responsibilities. 

Yet today we will hear more bad news concerning the safety of 
these products. This morning the Congress and the American peo- 
ple will hear again from a panel of world-renown industry and aca- 
demic experts who were directed by the Commissioner, Dr. von 
Eschenbach, to review the state of FDA. I believe this committee 
upon conclusion of its considerations will find that they aren’t 
doing at FDA as well as they could or should. The report includes 
many troublesome findings about the FDA but mostly it concludes 
that the agency’s mission is now at risk, an important conclusion, 
and it means that the health and safety of Americans are at risk 
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as well. The Congress, the Food and Drug Administration Commis- 
sioner and the Administration must now focus on these situations 
and find solutions quickly. 

In December 2006, the Commissioner of FDA requested the 
Science Board to form a special subcommittee to assess whether 
science and technology at the agency is capable of supporting exist- 
ing and future regulatory operations, and it is into this which we 
will be inquiring today. This subcommittee had extensive input 
from 30 external advisors representing industry, academia and 
other government agencies. These experts were chosen based on 
their extensive knowledge of cutting-edge research, budget, science 
and management operations. Their report is one of the most exten- 
sive reviews of FDA that I have seen and I believe we must pay 
close attention to what these experts found. I think that the Nation 
owes great gratitude to those who helped compile the report, par- 
ticularly those who will testify today, and I express to them my 
personal appreciation and that of the committee. Each of them 
committed substantial personal time to complete this report. The 
report is straightforward with findings that are difficult to face or 
to deny. I will note that the practical effect upon each of them is 
that they had served 2 years without pay in carrying forward this 
important public responsibility. 

Their testimonies along with the Government Accountability Of- 
fice witnesses and the Congressional Research Service will describe 
FDA as an agency that is struggling to keep the Nation’s food and 
drug supply safe and effective. Specifically, they are going to de- 
scribe FDA’s difficulties in inspecting foreign-manufactured drugs 
and medical devices that are sold in the United States, something 
which threatens to us a very real possibility of a significant calam- 
ity befalling our people, FDA’s faltering ability to enforce its own 
regulations and to conduct rulemaking, FDA’s substantially dimin- 
ished capacity to inspect food production facilities, whether farms 
or processing plants, FDA’s inadequate IT infrastructure that is an- 
tiquated, unstable and incapable of supporting key agency missions 
and finally, FDA’s lack of human and technological resources and 
its effect on its scientific and regulatory responsibilities and capa- 
bilities. I would note that I have not found enough concern in this 
report about the number of personnel, the training and the ade- 
quacy of the personnel, the support facilities which they have or 
the budget of the agency which would enable to carry out its re- 
sponsibility, and those are matters into which this committee will 
be going with rather more diligence. 

Sadly, Mr. Chairman, most of these findings are not new to this 
committee. This subcommittee had more than five hearings alone 
last year documenting these persistent problems confronting FDA. 
Our constituents are growing weary of these events. They are los- 
ing confidence in the ability of the agency to protect them from 
products they use daily. And I would point out that this problem 
of the inadequacies of the agency is not new. I have had telephone 
calls with commissioners of FDA over the years in which they said 
oh, we are going to be leaner and meaner, oh, we are going to do 
more with less, and I have always had to observe that on the basis 
of my experience, they are capable only of doing much less with the 
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much less which they are being given, something about which we 
can properly express great dissatisfaction. 

I want to commend the Commissioner for requesting this review 
and I look forward to his testimony about proposals to fix the agen- 
cy. FDA, HHS and the Administration must address these failures 
and vigorously and work with the Congress to develop a real plan 
to strengthen FDA and to assure its ability to carry out the critical 
mission of FDA for the people of this Nation. But to assist the Con- 
gress in this and to work with us to achieve a proper solution to 
the problem, we are going to have to expect that FDA will be hon- 
est with themselves and that the FDA will be honest with us about 
budget, personnel, capabilities in terms of support facilities like the 
laboratories which they have been trying under Administration di- 
rection to close, and unless we have an honest appraisal of these 
matters, I have serious doubts that FDA is going to be able to be 
resurrected in any fashion that will satisfy either the agency or 
this committee. 

I thank you, Mr. Chairman. 

[The prepared statement of Mr. Dingell follows:] 

Statement of Hon. John D. Dingell 

Mr. Chairman, I commend you for holding today’s hearing. As you stated earlier, 
the Food and Drug Administration (FDA) is now responsible for ensuring the safety 
of nearly a trillion dollars of products used by Americans every day. From medical 
devices, to food, to pharmaceuticals, and even pet food, each of us probably uses a 
product everyday that has been reviewed, studied, or regulated by the FDA. 

Yet today, we will hear more bad news concerning the safety of these products. 
This morning. Congress and the American people will hear for the first time from 
a panel of world-renowned industry and academic experts who were directed by 
Commissioner Von Eschenbach to review the state of FDA. Their report includes 
many troubling findings about FDA, but most importantly, it concludes that the 
agency’s mission is now at risk, which means the health and safety of Americans 
are at risk, as well. The Congress, the Food and Drug Commissioner, and the Ad- 
ministration must focus on these findings and find solutions quickly. 

In December 2006, the FDA Commissioner requested that his Science Board form 
a special subcommittee to assess whether "science and technology" at the agency is 
capable of supporting existing and future regulatory operations. 

This subcommittee had extensive input from 30 external advisors representing in- 
dustry, academia, and other government agencies. These experts were chosen based 
on their extensive knowledge of cutting-edge research, budget, science, and manage- 
ment operations. Their report is one of the most extensive reviews of FDA that I 
have seen, and we ought pay close attention to what these experts found. 

Mr. Chairman, I think that the Nation owes gratitude to those who helped com- 
pile this report, and particularly to those who will testify today. Each of them com- 
mitted substantial personal time to complete this report. The report is straight- 
forward with findings that are difficult to face. 

Their testimony, along with witnesses for the Government Accountability Office 
and Congressional Research Service, will describe an FDA that is struggling to keep 
the Nation’s food and drug supply safe and effective. Specifically, they will describe: 

• FDA’s difficulties in inspecting the foreign manufacture of drugs and medical 
devices that are sold in the United States; 

• FDA’s faltering ability to enforce its own regulations and conduct rulemaking; 

• FDA’s substantially diminished capacity to inspect food production facilities, 
whether farms or processing plants; 

• FDA’s inadequate IT infrastructure that is antiquated, unstable, and incapable 
of supporting key agency missions; and finally 

• FDA’s lack of human and technological resources and its effect on its scientific 
capabilities. 

Sadly, Mr. Chairman, many of these findings are not new to this Committee. This 
Subcommittee had more than five hearings alone last year documenting these per- 
sistent problems confronting FDA. 
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Our constituents are growing weary of these events. They are losing confidence 
in this agency’s ability to protect them from the products they use daily. 

I commend the Commissioner for requesting this review and I look forward to his 
testimony about his proposals to fix this agency. FDA, HHS, and the Administration 
must address these failures and work with the Congress to develop a real plan to 
strengthen FDA and ensure its ability to carry out its critical mission for the people 
of this Nation. 


Mr. Stupak. Thank you, Mr. Dingell. 

Mr. Murphy for opening statement. 

OPENING STATEMENT OF HON. TIM MURPHY, A REPRESENTA- 
TIVE IN CONGRESS FROM THE STATE OF PENNSYLVANIA 

Mr. Murphy. Thank you, Mr. Chairman, for holding this impor- 
tant hearing on the FDA, and I would like to thank the witnesses 
for attending and sharing their expertise with us. I am especially 
glad to have Dr. Garret FitzGerald from my home State of Pennsyl- 
vania present and I look forward to hearing from each of you. 

We are here today to take a comprehensive look at the FDA, its 
mission, its resources, and from this we have to determine how to 
best ensure this agency has both the resources and the authority 
to do its job. Of course, this topic is not new to this subcommittee. 
We have spent considerable time examining these issues already. 
Last year we had four hearings on food safety and last November 
we closely examined the FDA’s role in drug safety. Today our wit- 
nesses will respond to and comment on a report recently completed 
by the Science Board, and this report concludes the following: The 
FDA cannot fulfill its mission because its scientific base has erod- 
ed. It cannot ensure the safety of food supply because too few in- 
spections and a lack of timely enforcement cripple our ability to re- 
spond to outbreaks. While food imports have increased over the 
past 35 years, the FDA has experienced a 78 percent reduction in 
food inspections, and its IT infrastructure is obsolete and unstable. 
I am most concerned that this report does little to ease my fear 
that the FDA does not do enough to protect our food and drug sup- 
ply- 

During a hearing this subcommittee held on November 1, 2007, 
I asked the witnesses if they would allow their children to take 
prescription drugs knowing they contained active ingredients im- 
ported from China. All the witnesses seemed to reluctantly answer 
but said yes, yet we know that China has over 700 firms importing 
drug products into this country and yet the FDA only conducted 15 
inspections. 

While I am concerned we must do more, I know we have the ca- 
pacity to responsibly expand the FDA and help it. Recently we 
have been successful in expanding the NIH and the CDC. We need 
to take a similar approach to the FDA but also help make sure it 
has the tools to be efficient and remove bureaucratic barriers. The 
FDA is under pressure to be scientifically thorough, swift in their 
reviews and getting the needed drugs to market and absolute in 
their inspections. They are criticized for being too slow or too fast. 
It seems sometimes they are criticized for being too superficial or 
too obsessive. Where they are working to improve food and drug 
safety, we want them to be a source of excellence but where bu- 
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reaucracy stands in the way, we cannot understand why we can’t 
get rid of that. 

During my time in Congress, I remember hearing about the fact 
that there are about a dozen different agencies that administer as 
many as 35 laws that make up the Federal food safety program. 
No single agency oversees them all. This is a nonsensical and frag- 
mented system which as far as I know still has this strange divi- 
sion wherein the Department of Agriculture inspects open-faced 
meat sandwiches and frozen pepperoni pizzas while the FDA in- 
spects close-faced sandwiches and cheese pizzas. I think we can fix 
that problem, can’t we? 

I don’t know what other kind of changes that we will hear from 
the FDA but I am looking forward to hearing any ideas that will 
improve the efficiency of this agency so it is not just a matter of 
putting more money into but it is a matter of giving the tools they 
need to become better and faster and more thorough. 

I look forward to the testimony of today’s witnesses, and I yield 
back. 

Mr. Stupak. I thank the gentleman. 

Mr. Melancon, I understand you are going to waive your opening 
and therefore I go to Mr. Waxman for an opening statement, 
please. 

OPENING STATEMENT OF HON. H ENRY A. WAXMAN, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF CALI- 
FORNIA 

Mr. Waxman. Thank you very much, Mr. Chairman. I don’t know 
how much more evidence we need to realize that FDA is in a crisis. 
Our choice really is clear. Either we are going to make sure this 
agency has the ability with the resources necessary to do its job or 
we are going to watch it continue to deteriorate. We have had a 
number of outside reports. We are now going to hear about the 
Science Board report from within FDA itself. The Institute of Medi- 
cine and the Government Accountability Office both documented 
the chronic underfunding of the agency and we know what that has 
meant as we have seen illnesses and even deaths associated with 
unsafe foods, drugs and medical devices. This is concerning in and 
of itself but it has also made us acutely aware of the bare thread 
by which FDA now hangs and of just how close we are to a large- 
scale catastrophe. 

The Science Board has done an outstanding job. They have high- 
lighted the erosion of FDA’s scientific capacity that has left it un- 
able to fulfill the frightening number of critical regulatory and pub- 
lic health responsibilities. FDA, they say, lacks the staff, the IT in- 
frastructure to conduct appropriate inspections of drugs and med- 
ical device manufacturers, to oversee the ever-increasing number of 
imported products entering the country and to protect against 
tainted and unsafe foods, just to name a few. 

While, as the Science Board indicated, we know that there are 
dedicated and hardworking FDA staff to thank for the fact that we 
have avoided more catastrophes with our food, drugs and medical 
devices, we can’t expect them to remain working under these gruel- 
ing conditions for long. We need in order to fix this situation the 
best information from the Administration on how much funding 
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FDA needs to resume its position as the gold standard for the rest 
of the world, and I was disturbed that when the FDA asked its 
science committee to make recommendations, that is one area 
where they asked them not to make recommendations, not to spell 
out how much money they may need to fulfill their responsibility. 
I hope that is not an indication of what we are going to see when 
we get the President’s fiscal year 2009 budget. The Science Board 
report very clearly lays out the problems with which the agency is 
grappling. It should be seized upon by this Administration to make 
its case for why FDA needs more resources. We absolutely must 
have accurate and specific numbers that reflect the urgency of the 
Science Board’s findings. 

I thank you. Chairman Stupak, for holding this critically impor- 
tant hearing. I hope the Science Board report will be the last report 
we have to read about the desperation at the Food and Drug Ad- 
ministration. 

I want to yield back my time and tell you I am looking forward 
to the testimony of the witnesses. Unfortunately, there are two 
other hearings at the same time that I will also be trying to attend 
so I won’t be here personally to hear every statement % the wit- 
nesses but I thank you for being here and I assume we will have 
a chance to review your testimony. 

Mr. Stupak. Thank you, Mr. Waxman. 

Mr. Burgess for opening statement, please. 

OPENING STATEMENT OF HON. MICHAEL C. BURGESS, A 
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS 

Mr. Burgess. Thank you, Mr. Chairman, and I also am going to 
thank you for holding this hearing. It is a shame that there are so 
many hearings going on at the same time. This is an important 
subject but there are important subjects going on across the hall, 
which is why you see so many of us come in and out. Over the past 
year this subcommittee has undertaken a serious investigation re- 
garding the safety of the Nation’s food supply, and I thank the 
leaders of this committee on both sides of the dais for their leader- 
ship and their dedication to this important issue. 

I would also like to thank the leadership of the FDA, Commis- 
sioner von Eschenbach, for his personal mission to increase safety 
in his own Federal agency. Although many problems have been ap- 
parent for decades, it was Commissioner von Eschenbach who in 
December of 2006 requested the detailed self-assessment from the 
Science Board. Specifically, the board was asked with the duty to 
assess whether the science and technology of the agency is capable 
of supporting the existing and future regulatory operations. It is a 
large task. Both the FDA Commissioner and the members of the 
Science Board subcommittee dutifully undertook this task and I 
thank everyone involved for working so hard on this vital mission. 

The report we have before us today is very candid and reveals 
many things that we might not have wanted to admit. The first 
two major findings are extremely telling and frankly somewhat dis- 
turbing. Finding number 1: The FDA cannot fulfill its mission be- 
cause its scientific base has eroded and its scientific organizational 
structure is weak, and specifically in the report it cites the staff 
and the information technology resources for its surveillance mis- 
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sion. Finding number 2: The Food and Drug Administration cannot 
fulfill its mission because its subcommittee workforce does not have 
sufficient capacity and capability, and again, they cite recruitment 
and retention challenges. 

Considering that the FDA is responsible for almost 80 percent of 
the food we eat and regulates 25 cents out of every dollar spent in 
this country, these two findings should trouble not only everyone 
in the room but everyone in the United States. As we all know, our 
committee is responsible for passing legislation that helps to solve 
all sorts of ailments in the society: problems with food, prescription 
drugs, imported products, just to name a few. However, as I 
learned in my practice in medicine for 25 years, the only way to 
truly fix a patient’s ailments is to make certain that the entire sys- 
tem was healthy. If a patient presents with an acute febrile illness 
because of bacterial pneumonia, he might be transiently helped 
with an aspirin but if you don’t treat the underlying infection, you 
are not really doing the patient any good. 

Commissioner von Eschenbach and the Science Board sub- 
committee are to be commended for their actions of trying to make 
the entire system healthy but also we understand there is some 
disagreement and confusion as to whether or not this report is 
final. After reviewing the findings, it seems hard to believe that 
this report can be anything but final, and I hope some of these 
questions are resolved today as regards to the finality of the report. 

We all know the issue of increased resources will be a common 
theme today. We heard Ranking Member Barton address just his 
fact but he also referenced the work that was done by this com- 
mittee on the National Institutes of Health reauthorization and we 
authorized a 5 percent increase in funding for the National Insti- 
tutes of Health for the next 5 years. We were criticized because 
that wasn’t a large enough investment in science and research in 
this country, and yet when a different party was in power this last 
summer and we had the opportunity to appropriate money for the 
National Institutes of Health, what did we do? We bumped it up 
2 percent, not the 5 percent that was authorized. So clearly there 
is a disconnect between what happens at the level of this com- 
mittee where we set the funding levels and at the level of the Ap- 
propriations Committee, and Mr. Chairman, I hope we are dutifully 
observant when we go through the budgetary and appropriations 
process that is just before us in the next few months to ensure that 
what we decide as far as the FDA’s authorized budget limit is in 
fact met and funded when the appropriators meet later on in the 
year. 

There is no doubt in my mind that an increase in resources is 
needed at the Food and Drug Administration but the resources ob- 
viously have to be invested wisely. We all know putting a band-aid 
on a broken arm, although it is a therapeutic agent, is not going 
to result in the desired cure. Our efforts will again fall short and 
the American people are the ones who will pay the price. 

Thank you, Mr. Chairman, and I will yield back. 

Mr. Stupak. Thank you, Mr. Burgess. 

Mr. Green for an opening statement, please. 
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OPENING STATEMENT OF HON. GENE GREEN, A 
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS 

Mr. Green. Thank you, Mr. Chairman, for holding the hearing 
today on the FDA’s recent self-assessment. When the Food, Drug 
and Cosmetic Act was passed in 1938, the FDA was a small agency 
with a relatively manageable task of ensuring compliance in regu- 
latory issues. Today, no new pharmaceutical products or medical 
technologies can be used without FDA approval. Also, over the 
years the role of FDA has been expanded to review the safety of 
human food, animal feed, additives, new human and animal drugs 
and human biological products. The role of FDA is vitally impor- 
tant to the economic health of the United States. It is estimated 
the agency regulated more than $1 trillion in consumer products. 
However, while the number of products the FDA regulates grows, 
the budget of the FDA has been under considerable constraints. 
Last year incidences of tainted consumer products including spin- 
ach, peanut butter and pet food called attention to the FDA and 
their failure to ensure the safety of these products. Subsequent 
hearings on these issues by this committee revealed many of the 
issues including the inability to ensure the food safety of products 
from China and other countries. 

What deeply concerns me is, I represent the Port of Houston, 
which is the busiest port in the United States in terms of foreign 
tonnage, second busiest in the United States in terms of overall 
tonnage, and the tenth busiest in the world. Many of the products 
that are imported through the Port of Houston arrive from these 
countries whether it is China, Mexico, Latin America or anywhere 
in the world but an FDA inspection lab is not located anywhere 
near the port or not even in Texas. I have met with FDA inspectors 
at the Port of Houston but we need more resources to test and in- 
spect these products. 

This report outlines a number of scientific operational resource 
and technology concerns the FDA is currently facing. It gives us a 
clearer picture of the ability of the FDA to support its necessary 
regulatory functions. Unfortunately, the picture painted by this re- 
port is bleak. The time to act on the recommendations is now and 
I hope the FDA and this committee will seriously consider the rec- 
ommendations in the report on the Subcommittee on Science and 
Technology and move quickly to act on them. 

I want to thank our witnesses for appearing today, and also I 
thank you, Mr. Chairman, for continuing these hearings and hope- 
fully more in the future. Thank you. 

Mr. Stupak. Thank you, Mr. Green. 

Ms. Blackburn for an opening statement. 

OPENING STATEMENT OF HON. MARSHA BLACKBURN, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF TEN- 
NESSEE 

Ms. Blackburn. Thank you, Mr. Chairman. I thank you for the 
hearing and I want to welcome all of our witnesses that are here 
today, and I also want to be certain that the Commissioner knows 
that I appreciate the request for an analysis of the FDA Science 
Board to assess whether the science and technology at the agency 
can meet and support the current and future regulatory needs. The 
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report concludes much of what is already known about the current 
state of the FDA, and of course we have all talked about it this 
morning. The agency is extremely deficient in its ability to inspect 
and secure the Nation’s food and drug imports and is not currently 
situated to meet its regulatory responsibilities. 

Reports of a crisis at the FDA have been cited for years and yet 
the agency’s mission continues to expand as it assume more and 
more responsibility over consumer safety issues and acts if defi- 
ciencies are really no problem, just kind of standard operating pro- 
cedure, and today we will hear testimony from several witnesses on 
the massive burdens placed on the FDA with regards to regulating 
the Nation’s food supply, pharmaceuticals and more, and I am con- 
cerned with the problems the agency faces in order to meet the cur- 
rent regulatory obligations while others are talking about wanting 
to pile on another monumental task that would be requiring the 
FDA to regulate tobacco. Regulating tobacco would not only divert 
attention and resources from the agency’s core competencies and 
missions but also would force the FDA into what would be un- 
charted waters. 

This Congress should focus on improving the FDA’s current regu- 
latory system before it heaps additional responsibility on the agen- 
cy. With the agency’s documented weaknesses, logistical challenges 
and sporadic review capabilities, I am hopeful that today’s wit- 
nesses can help this committee understand how it can best assist 
the FDA in reducing the incidences of such problems. The FDA, in 
my opinion, has yet been able to articulate a systematic processes 
best practices used to achieve and carry out their mission. That I 
would offer is a very serious problem. 

While concern exists that the FDA does not receive adequate re- 
sources to fulfill its regulatory duties, I am wary of increasing FDA 
funding without increased accountability for how that money is 
going to be spent. I believe Congress should invest wisely in the 
agency. Then we should closely monitor the agency to be certain 
that they are aggressively seeking to carry out their mission, that 
they are working on timelines, that they have benchmarks, that 
they understand the process of best practices and that they under- 
stand that a continuing appropriation does not allow them to con- 
tinue to be ineffective and inefficient. They are required to carry 
out their mission. They owe it to the taxpayers. It is not their 
money that they are spending. It is the taxpayers’ money that they 
are spending and the taxpayers have grown very, very ill and fa- 
tigued with the lack of responsiveness from this agency. 

Again, I want to welcome our witnesses. I am looking forward to 
hearing how we should move forward in making consumer safety 
priority number one with the FDA. It has the potential to save mil- 
lions but also the opportunity to expose many people to risk and 
harm. It is a challenge. It should be a balancing act of priorities. 
It is going to require your best efforts, and I look forward, Mr. 
Chairman, to the balance of the hearing. 

Mr. Stupak. I thank the gentlewoman. 

Ms. DeGette for an opening statement. 
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OPENING STATEMENT OF HON. DIANA DEGETTE, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF COLO- 
RADO 

Ms. DeGette. Thank you, Mr. Chairman. I was going to waive 
my opening statement but then I looked at these startling statistics 
that I think we need to really think about as we talk about what 
the FDA is and should be doing. As you know, I have been working 
a lot on food safety over the last year or two and it is really shock- 
ing how at the same time we are bringing more and more food into 
this country from foreign countries, our inspection is less and less 
of this food. 

For example, during 1990 to 2005, imports of FDA-related food 
increased from 2 to 15 million lines a year, which was a 650 per- 
cent increase, but at the same time Congress gave only a 13 per- 
cent increase in field personnel to the FDA. So here is what hap- 
pened with food inspections. In 1973, the FDA inspected 34,919 
food establishments. In 2006, when you have a burgeoning amount 
of our food coming from foreign countries, they inspected 7,783 es- 
tablishments, a 78 percent reduction in food inspections at a time 
when we are showing that the food industry is rapidly expanding 
and going overseas. 

So if anybody thinks that we don’t need, number 1, a new way 
of thinking at the FDA, which the Bush Administration agrees 
with, but number 2, a vast amount of increased resources to make 
these things happen, then they are fooling themselves and we are 
only going to see an increasing number of newspaper and media ac- 
counts about the terrible problems that we are having with food, 
and unfortunately, this is going to go to the heart of what most of 
us consider our jobs to be as members of Congress, which is to pro- 
tect the health, safety and well-being of our constituents. 

And with that, Mr. Chairman, I yield back. 

Mr. Stupak. I thank the gentlewoman. 

Mr. Walden for an opening statement, please. 

Mr. Walden. Mr. Chairman, I am going to waive my opening 
statement so we can get on to the witnesses. Thank you, sir. 

Mr. Stupak. Very good. Thank you. 

That concludes the opening statements by members of the sub- 
committee. On our first panel we have Dr. Gail Cassell, vice presi- 
dent, scientific affairs, and distinguished Lilly research scholar for 
infectious diseases at Eli Lilly and Company, Mr. Peter Barton 
Hutt, senior counsel at Covington and Burling, welcome. Dr. Cath- 
erine Woteki, global director of Scientific Affairs at Mars Incor- 
porated, Dr. Garret FitzGerald, professor of medicine and professor 
and chair of pharmacology. Department of Pharmacology at the 
University of Pennsylvania School of Medicine, welcome, and Dr. 
Dale Nordenberg, managing director. Healthcare Industry Advisor 
at PriceWaterhouseCoopers. I thank all of you for being here and 
for your work. 

It is the policy of this committee to take all testimony under 
oath. Please be advised that witnesses have the right under the 
rules of the House to be advised by counsel during your testimony. 
Do any of you wish to be represented by counsel during your testi- 
mony? Let the record reflect all witnesses indicated that they did 
not wish to be represented by counsel during their testimony. 
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So therefore I will ask you to please rise and raise your right 
hand to take the oath. 

[Witnesses sworn.] 

Mr. Stupak. Let the record reflect that the witnesses replied in 
the affirmative. You are now under oath. 

Dr. Cassell, we will start with you, please. Again, I thank each 
and every one of you for your work, especially on your scientific 
board report, and Dr. Cassell, as chair of that we would start with 
you, please. 

STATEMENT OF GAIL H. CASSELL, PH.D., VICE PRESIDENT, 

SCIENTIFIC AFFAIRS AND DISTINGUISHED LILLY RESEARCH 

SCHOLAR FOR INFECTIOUS DISEASES, ELI LILLY AND COM- 
PANY 

Ms. Cassell. Mr. Chairman, members of the subcommittee, as 
Mr. Stupak has said, I am Gail Cassell, vice president for scientific 
affairs at Eli Lilly and Company. I am a member of the Institute 
of Medicine of the National Academy of Sciences and am currently 
serving a second term on its governing board. Of relevance to my 
testimony today, I have previously been a member of the advisory 
committees of the directors of both the Centers for Disease Control 
and the National Institutes of Health. I also co-chair the congres- 
sionally mandated review of the NIH intramural program. I appear 
before you today as a member of the FDA Science Board, which you 
now know is advisory committee to the FDA Commissioner. I 
served as chair of the subcommittee that wrote the report of which 
you have already heard discussion this morning. 

I want to point out that the report was unanimously endorsed by 
each of the 33 members of the subcommittee and also by the full 
Science Board that met and heard the findings of the report on De- 
cember 3. On that day, the Science Board accepted the report as 
final. In other words, we understood and were told that the report 
in fact would be independent of those additional reviews that we 
recommended be done and undertaken by the Science Board. There 
is a letter to that effect here in the briefing book from Dr. Schein, 
who was then chair of the Science Board. The record of the pro- 
ceedings of that meeting will show that due to the seriousness of 
the deficiencies found and the urgency of the situation, the Science 
Board was adamant that the report be broadly disseminated 
amongst the public and policymakers including it be published in 
the Federal Register so that the public would have full access to 
our findings. 

I would like to point out a few things that we think make this 
report unique and the subcommittee unique. You have heard there 
were several other reports in the past. Our report is unique, first, 
in that it is only the second time in over a century that the agency 
has been reviewed by an external committee as a whole entity, and 
we can elaborate on why we think that is important in the discus- 
sion. Second, the committee was composed of leaders, not from a 
single sector but as you have heard this morning, leaders from in- 
dustry, academy and other government agencies. The expertise and 
level of accomplishments of the members are almost unprecedented 
in a single committee of this type, especially considering their 
breadth and knowledge and regulatory science and understanding 
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of the mission of the agency. Just to point out that the sub- 
committee did include expertise ranging all the way from a Nobel 
laureate in pharmacology to 14 members of the National Acad- 
emies of Sciences including two engineers and also included a 
former assistant Secretary of Health, a former chief counsel of the 
FDA, and the first Undersecretary of Food Safety to USDA. You 
will hear from the latter two this morning. 

For over a year this group of experts worked for thousands of 
hours including nights, weekends and holidays. It was the norm, 
not the exception, that when we met even by phone call we would 
have as many as 30 members actively engaged in discussion for 2 
hours plus. Let me assure you this level of engagement by so many 
very busy people with diverse expertise is rare in such a com- 
mittee, let alone that there would be such rapid consensus about 
its findings. How then do we explain this rapid consensus and the 
commitment to this exercise? It became rapidly apparent, I would 
say actually at the end of our first meeting, that the FDA suffers, 
as you have heard already this morning, from serious scientific de- 
ficiencies and is not positioned to meet current or emerging regu- 
latory responsibilities. If we think there are problems today, wait 
until the future and the future is already here in terms of the chal- 
lenges that the agency will face. 

Importantly for this group to understand, these deficiencies we 
found are agency-wide. They are not limited to a single program. 
They are not limited to a single center. In fact, the body of the re- 
port reports on and emphasizes those issues that were found 
throughout the agency that are crosscutting. The individual appen- 
dices, on the other hand, are independent reviews by our com- 
mittee of each of the centers and three of the different programs. 
Since every regulatory decision at FDA must be based upon the 
best scientific evidence available, we concluded because of the defi- 
ciencies we identified that American lives are at risk. The level of 
concern by all members of our subcommittee and the members of 
the Science Board was and remains high, and thus the intensity of 
our commitment to this review and our insistence that the findings 
be broadly communicated and that immediate action be taken by 
the agency to address these deficiencies. The Science Board report 
discussed dozens of specific findings and concerns about FDA’s abil- 
ity to protect Americans. However, we will only emphasize seven 
of the principal findings in today’s hearing. 

First, there is no more quintessential governmental responsi- 
bility than the protection of basic commodities of American life 
such as our foods and drugs. Our subcommittee concluded that 
FDA is at risk of failing to carry out this mandate and as such are 
beginning to turn to unregulated products for solutions, as you 
have heard this morning. Throughout most of its 100-year exist- 
ence, FDA has been recognized as one of the Federal Government’s 
most trusted entities but this most valuable of agencies is deterio- 
rating for lack of resources to fulfill its mission. 

You will hear from Peter Barton Hutt that the demands upon the 
FDA have soared in recent years, as you will hear also from the 
Congressional Research Service and others. But not only have FDA 
resources not kept pace with its responsibilities, the agency’s core 
programs have lost 1,000 people over the past decade. You will 
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hear this morning from Dr. Cathy Woteki, the first Undersecretary 
of Agriculture and a former dean of a veterinary school and now 
with the food industry, that the FDA cannot ensure the safety of 
our food supply. You will hear from Dr. Dale Nordenherg, formally 
of the Centers for Disease Control and head of information tech- 
nology for the Center for Infectious Diseases there that FDA’s in- 
formation technology systems are woefully outdated and inad- 
equate, posing a concrete threat to the agency’s public health mis- 
sion. You will hear from Dr. Garret FitzGerald from the University 
of Pennsylvania that innovations and advancements in science are 
outstripping FDA’s capacity to regulate them, threatening not only 
the safe introduction of new technologies but also American leader- 
ship in pharmaceuticals, vaccines, biotechnology, medical devices, 
and by the way, food, and in fact we would argue that if this defi- 
ciency is not corrected, we will not realize the benefit from the 
large investment that this country has made and rightly so in bio- 
medical research in this country. The patients will not in fact re- 
ceive those new therapies in a timely manner and they will not get 
the review that they should based on the new science and advances 
in science if we don’t correct what Dr. FitzGerald will describe to 
you this morning, and at a time in which U.S. competitiveness in 
science and medicine are under increasing challenges from over- 
seas, a weak FDA will be a break on the very technologies that the 
United States is relying on for its medical and technological future, 
even from an economic standpoint. 

And lastly then, I would just say that in conclusion, our report’s 
findings echo, as you have heard this morning, study after study 
by the Institute of Medicine of the National Academy of Sciences, 
congressional committees, the Government Accountability Office 
and other expert bodies that have documented FDA’s shortfalls and 
the resulting public health threat. We have been told that our re- 
port is the most comprehensive review done of FDA but not only 
an external group with access to the agency but it contains the 
most comprehensive analysis simultaneously by the agency itself 
and the capacity, their capacity and relationship to their regulatory 
authority. The last two appendices of the report are actually a self- 
assessment of FDA staff, the leaders of FDA, if you will. We asked 
them to identify what are the major scientific gaps not only in 
terms of technology but expertise in terms of allowing you to do 
your job and then by the way tell us how that links directly back 
to the regulatory mission. To my knowledge, this is the first time 
in history where you would have had this happen simultaneously 
and parallel but independently both by an external group of ex- 
perts but also by your internal leaders. It is rare indeed. 

Together we think these do represent a blueprint as well as the 
report on drug safety by the Institute of Medicine and some of the 
reports that you will hear today from GAO and others. We believe 
this gives a blueprint for moving forward to correct these serious 
deficiencies. Thus, it is now time, we would argue, for the reviews 
to stop and to take the necessary action to correct the deficiencies. 
We don’t need to wait on more reviews. We need to begin to correct 
these urgent deficiencies that we have noted. 

First and foremost, our subcommittee believes very strongly that 
there must be a strong commitment on the part of the FDA to un- 
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dergo the structural changes recommended in this and previous re- 
ports to strengthen the scientific base of the agency and to recruit 
and retain the most outstanding leaders in regulatory science. The 
American public and Congress deserve no less. The Congress and 
the Administration need to provide the resources necessary to 
bring the agency into the 21st century. That is not to say that we 
also don’t need increased accountability, as Mrs. Blackburn has 
also pointed out. 

We recognize that adequate resources, human and financial, will 
not be sufficient to repair the deteriorating state of science at FDA, 
which is why our committee also recommended significant restruc- 
turing, as I have already alluded to, but without a substantial in- 
crease in resources, the agency will be unable to meet either the 
mandates of Congress or the expectations of the American public 
regardless of management or leadership changes. 

On behalf of our subcommittee, we thank Chairman Stupak and 
Chairman Dingell and Ranking Members Barton and Shimkus for 
holding this hearing and for your recognition of the seriousness of 
the deficiencies that we have identified and the urgency with which 
they need to be addressed. I must say on a personal note, I am very 
encouraged to have heard the statements given this morning by 
you, Mr. Stupak, and members of your committee and others that 
in fact you too recognize the seriousness of the deficiencies that 
have been noted. 

In summary, however, I want to emphasize, please be assured 
that our findings and recommendations were made in the spirit of 
deep respect for the FDA, for its dedicated service to the public 
health provided 24/7. The urgency of our advisory is simply predi- 
cated upon the fact that we see signs of an increasingly chaotic en- 
vironment descending upon FDA and the need to address the defi- 
ciencies that we have identified. Without immediate action, injuries 
and deaths from an overwhelmed regulatory system are certain 
and the costs to our society will be far greater than any dollar fig- 
ure upon which we can arrive for rebuilding the agency. Currently 
I would point out that the each American pays about a penny and 
a half a day for the FDA. An increase to 3 cents a day would not 
in our view be a great price to pay for assurance that our food and 
drug supplies indeed are the best and the safest in the world. 
Thank you. 

[The prepared statement of Ms. Cassell follows:] 

Statement of Gail H. Cassell, Ph.D. 

Mr. Chairman and Members of the Subcommittee, I am Gail H. Cassell, Vice 
President for Scientific Affairs and a Distinguished Research Scholar for Infectious 
Diseases of Eli Lilly and Company and Professor. I am also Professor and Chairman 
Emeritus of the Department of Microbiology of the University of Alabama Schools 
of Medicine and Dentistry. I am a member of the Institute of Medicine of the Na- 
tional Academy of Sciences and am currently serving a second term on the gov- 
erning board of the lOM. Of relevance to my testimony today, I have previously 
been a member of the Advisory Committees of the Directors of both the Centers for 
Disease Control and the National Institutes of Health. I also co-chaired the congres- 
sionally mandated review of the NIH intramural program. I appear before you today 
as a member of the FDA Science Board, Advisory Committee to the FDA Commis- 
sioner. I served as Chair of the Subcommittee on Science and Technology of the 
Science Board, which authored the report "FDA Science and Mission at Risk". 
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In December 2006, the Commissioner charged the Science Board with establishing 
a subcommittee to assess whether FDA’s current science and technology can support 
the agency’s statutory mandate to protect the nation’s food and drug supply. The 
subcommittee was comprised of three Science Board members and 30 other experts. 
The subcommittee formally presented its report to the Science Board and FDA on 
December 3. 

The report was unanimously endorsed by each of the 33 members of the Sub- 
committee and the full Science Board. On December 3, the Science Board accepted 
the report as final and dissolved the subcommittee. The record of the proceedings 
of that meeting will show that due to the seriousness of the deficiencies found and 
the urgency of the situation, the Science Board was adamant that the report be 
broadly disseminated among the public and policy makers, including posting it in 
the Federal Register. 

The subcommittee review was unique in many respects. First, it is only the second 
time in over a century that the agency has been reviewed by an external committee 
as a whole entity. Second, the committee was composed of leaders, not from a single 
sector, but from industry, academia, and other government agencies. The expertise 
and level of accomplishments of the members are almost unprecedented in a single 
committee, especially considering their breadth and knowledge in regulatory science 
and understanding of the mission of the agency. 

The subcommittee included expertise ranging from a Nobel laureate in pharma- 
cology, 14 members of the National Academy of sciences (including two engineers), 
a renowned economist and specialist in workforce issues, a leader in health care pol- 
icy and technology assessment, a former CEO of a large pharmaceutical company, 
a former Assistant Secretary for Health and Human Services who also headed glob- 
al regulatory affairs within a large company for over 20 years, a former Chief Coun- 
sel for the FDA, and the first under Secretary for Food Safety at the U.S. Depart- 
ment of Agriculture overseeing the Food Safety and Inspection Service and coordi- 
nating U.S. government food safety policy. 

For over a year, this group of experts worked intensively for thousands of hours, 
including many nights, week-ends, and holidays conducting their review. It was the 
norm, not the exception, that when we met, even by teleconference, we would have 
as many as 30 members actively engaged in discussion for over two hours. Let me 
assure you, this level of engagement by so many very busy people with diverse ex- 
pertise is rare in such a committee let alone that there would be such rapid con- 
sensus about its findings. How then do you explain the consensus and commitment 
to this exercise? 

It became rapidly apparent that the FDA suffers from serious scientific defi- 
ciencies and is not positioned to meet current or emerging regulatory responsibil- 
ities. It is agency wide, i.e. not limited to a single pro^am or Center. Since every 
regulatory decision must be based upon the best available scientific evidence in 
order to protect the public’s health, we concluded that American lives are at risk 
and that there is an urgent need to address the deficiencies. The level of concern 
by all members of the Subcommittee and the Science Board members was, and re- 
mains, high.and thus the intensity of their commitment to this review and their in- 
sistence that the findings be broadly communicated. 

What we found is quite simply, demands of FDA have soared over the past two 
decades. Resources have not! Furthermore, we found that the Agency has not adapt- 
ed in order to maximize existing resources by capitalizing upon the scientific re- 
sources in the academic community and other government agencies. The demands 
upon FDA have soared due to the extraordinary advance of scientific discoveries, the 
complexity of the new products and claims submitted to FDA for pre-market review 
and approval, the emergence of challenging safety problems, and the globalization 
of the industries that FDA regulates. The result is that the scientific demands on 
the Agency far exceed its capacity to respond. This imbalance is imposing a signifi- 
cant risk to the integrity of the food, drug, cosmetic and device regulatory system, 
and hence the safety of the public. 

Briefly the Subcommittee found that: 

• The FDA cannot fulfill its mission because its scientific base has eroded and 
its scientific organizational structure is weak. 

• There is a fire-fighting regulatory posture instead of pursuing a culture of 
proactive regulatory science, especially related to food safety. Consequently, The na- 
tion’s food supply is at risk. 

• FDA cannot adequately monitor development of new medical products and ade- 
quately evaluate the safety of existing products because it is unable to keep up with 
scientific advances (genomics and related areas of science, wireless healthcare de- 
vices, nanotechnology, medical imaging, robotics, cell- and tissue-based products, re- 
generative medicine, and combination products). 



25 


• The FDA cannot fulfill its mission because its scientific workforce does not 
have sufficient capacity or capability. 

• The FDA cannot fulfill its mission because its information technology infra- 
structure is sorely inadequate. It is problematic at best-and at worst it is dangerous. 

Although our Subcommittee was asked to review gaps in scientific expertise and 
technology and not to assess available resources, it rapidly became apparent that 
the gaps were so intertwined with two decades of inadequate funding that it was 
impossible to assess gaps without also assessing resources. Our Subcommittee, 
therefore, spent considerable effort garnering as much information as possible about 
the current roles and responsibilities of Agency staff, available resources, the cur- 
rent status of science within the Agency, and the implication of emerging science 
for the future of FDA and the public’s health. 

Specifically, we found that FDA’s shortfalls have resulted in a plethora of inad- 
equacies that threaten our society-including, but not limited to: 

• inadequate inspections of manufacturers 

• a dearth of scientists who understand emerging new technologies, 

• inability to speed the development of new therapies, 

• an import system that is badly broken, 

• a food supply that grows riskier each year, and 

• an information technology infrastructure that was identified as a source of risk 
in every Center and program reviewed by the Subcommittee. 

We concluded that FDA can no longer fulfill its mission without substantial and 
sustained additional appropriations. The current situation has developed over many 
years, the question is not why or how we got here but rather how do we strengthen 
FDA going forward? Our subcommittee strongly believes our report provides the re- 
quired blueprint. 

The report is unique in yet another important way. It not only provides an assess- 
ment by a rigorous review of the Agency by a diverse team of experts from the pub- 
lic and private sectors, but it also includes a simultaneous assessment by leaders 
of the FDA (as contained in Appendices L-M). Our Subcommittee requested staff to 
not only identify science and technology gaps but to link each directly to their spe- 
cific regulatory mission. This comprehensive external/internal analysis-done at the 
same point in time for an entire Agency-is indeed rare. 

We recognize that adequate resources-human and financial-alone will not be suffi- 
cient to repair the deteriorating state of science at FDA, which is why our com- 
mittee also recommended significant restructuring. But without a substantial in- 
crease in resources, the Agency will be unable to meet either the mandates of Con- 
gress or the expectations of the American public, regardless of management or lead- 
ership changes. Our findings are supported by many recent GAO reports as you will 
hear today as well as recent reports form the National Academy of Sciences. 

It is now time for the reviews to stop and to take the necessary action to correct 
the deficiencies. First and foremost, there must be a strong commitment on the part 
of the FDA to undergo the structural changes recommended in this and previous 
reports to strengthen the scientific base of the agency and to recruit and retain the 
most outstanding leaders in Regulatory Science. The American public and Congress 
deserve no less. Then, Congress and the Administration need to provide the nec- 
essary resources to bring the Agency into the 21st Century. 

On behalf of our Subcommittee, we thank Chairmen Stupak and Dingell and 
ranking members Barton and Shimkus for holding this hearing and for your rec- 
ognition of the seriousness of the deficiencies we have identified and the urgency 
with which they need to be addressed. 

Please be assured that our findings and recommendations were made in the spirit 
of deep respect for the FDA and for its dedicated service to public health provided 
24/7. We fully recognize the extraordinary efforts of the committed FDA staff. It is 
apparent that they are the very reason further catastrophic food and drug events 
have been averted. The urgency of our advisory is simply predicated upon the fact 
that we see signs of an increasingly chaotic environment descending upon FDA, and 
the need to address the deficiencies we identified. Without immediate action, inju- 
ries and deaths from an overwhelmed regulatory system are certain, and the costs 
to our society will be far greater than any dollar figure upon which we can arrive 
at. I have attached a synopsis of our Subcommittee report to my statement and re- 
quest that it be included in the recording of this hearing. Other members of the 
Subcommittee here with me today will summarize the most important findings and 
those in need of the most urgent attention. 
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FDA SCIENCE AND MISSION AT RISK 

SYNOPSIS OE A REPORT OE THE EOOD AND DRUG 
ADMINISTRATION’S SCIENCE BOARD 

DECEMBER 2007 

Introduction 

The Food and Drug Administration’s (FDA) Science Board is an advisory com- 
mittee to the Commissioner of FDA, chartered to assist the agency on a range of 
scientific matters, one of which is how the agency’s scientific capabilities can he 
maintained so as to ensure that the agency can carry out its increasingly complex 
responsibilities. In December 2006, Commissioner of Food and Drugs Andrew 
VonEschenbach charged the Science Board with establishing a subcommittee to as- 
sess whether FDA’s current science and technology can support the agency’s statu- 
tory mandate to protect the nation’s food and drug supply. The subcommittee was 
comprised of three Science Board members, complemented by 30 other experts from 
industry, academia, and other government agencies. Upon its completion after a 
year of intensive examination of FDA’s programs and organization, the subcommit- 
tee’s report was unanimously endorsed by all 33 members of the Subcommittee and 
the full Science Board. As the report’s title suggests, the Board has concluded that 
FDA is an agency at risk of failing to carry out its mandate, and thus the nation 
and its citizens are at risk of grievous harm if the FDA is not committed to greatly 
strengthening its scientific base and if it is not given the means to ensure the safety 
of our foods, drugs, medical devices and other consumer products for which FDA is 
responsible. 


A Successful FDA is Essential to a Safe Society 

There is no more quintessential governmental responsibility than the protection 
of basic commodities of American life such as our foods and drugs. That fact was 
recognized over a century ago, when Congress created the Food and Drug Adminis- 
tration as one of the nation’s first regulatory agencies. The Science Board report em- 
phasizes that the need for an effective FDA is greater than ever before: FDA regu- 
lates 80% of the nation’s food supply; plays a critical role in assuring the safety of 
therapeutic such as drugs, vaccines, and medical devices; regulates a vast number 
of other consumer products, ranging from television sets and cellular telephones to 
cosmetics, blood, and pet food; and has historically been the agency to which govern- 
ments around the world look to make determinations about the safety of new prod- 
ucts. Moreover, FDA is increasingly important to the nation’s economic health, as 
it regulates a quarter of consumer expenditures, and the industries it regulates are 
innovative leaders in science and technology and among the few American indus- 
tries with a positive trade balance with other nations. Further, FDA will be a crit- 
ical component in combating emerging threats such as intentional contamination of 
the food supply and the threat of chemical, biological and radiological attack-as well 
as naturally occurring threats such as SARS, West Nile virus. Mad Cow disease and 
avian influenza. 


FDA’s Exemplary Record Must be Maintained 

Throughout most of its 100-e years existence, FDA has been recognized as one of 
the Federal government’s most respected and trusted entities. The agency led the 
way in creating an effective, science-based "safety net" for consumer products. FDA’s 
record of accomplishment is a long and distinguished one: new drugs are approved 
for marketing as fast or faster than anywhere else in the world; state-of-the art 
standards for safe food production have been established; a nascent medical device 
industry was helped to develop and grow into one of our most innovative; FDA deci- 
sions and procedures have been emulated by country after country around the 
world; products were labeled so as to give physicians and consumers reliable infor- 
mation about the products they prescribe and use; polls have consistently placed 
FDA at the top of any list of most trusted Federal agencies; and threat after threat 
was taken on and defeated, from unsafe pesticide use to improperly manufactured 
drugs to radiation emitted from a host of consumer products. FDA’s scientists are 
widely considered among the most skilled and dedicated of our civil servants, and 
their commitment to excellence is unequaled. 
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A Record of Success is Threatened 

The FDA Science Board concluded that FDA’s rich tradition of excellence has heen 
slowly and steadily "hollowed out" by a failure of the Agency to strengthen its sci- 
entific organizational structure and by progression of budget cuts and inattention 
to the agency’s needs. That deterioration, in turn, means that not only can the agen- 
cy not fulfill its public health mission, but that the safety of our citizens and the 
well being of our economy are being undermined. Further, as the agency falls far- 
ther and farther behind, the public is increasingly losing confidence in the govern- 
ment’s ability to protect them-already more and more citizens turn to unproven 
therapies that have not been subjected to FDA’s rigorous scientific standards; and 
states are stepping in to regulate in FDA’s absence, portending a balkanized, ineffi- 
cient regulatory system without one national set of safety standards. 

More specifically, the Board has identified a range of problems and program areas 
that need immediate attention, including the following: 

• The demands upon the FDA have soared due to the extraordinary advance of 
scientific discoveries, the complexity of the new products and claims submitted to 
FDA for approval, the emergence of heretofore unknown health threats, and the 
globalization of the industries that FDA regulates. The metrics alone are daunting, 
for example, 125 new statutes added to FDA’s workload by Congress in the past two 
decades, most without resources to implement them; 375,000 establishments making 
FDA-regulated products; a tripling in a decade of R&D in drugs and medical de- 
vices; an exponential increase in drug adverse reaction reports; and the emergence 
in recent years of extraordinary new health threats, such as SARS, E coli 0157H:7, 
AIDS, BSE, and many more. Perhaps most emblematic of this trend is the ten fold 
increase in the past decade of imports from other countries. Today, 15% of our food 
supply is imported from more than 100 nations, along with over half of our drugs, 
yet FDA has been given virtually no new authorities nor resources to address a dra- 
matic change in the sourcing (and associated risk) from products made overseas, 
often in developing countries with little or no tradition of scientific rigor. 

• FDA’s resources have not only not kept pace with its responsibilities, many crit- 
ical agency programs have sustained actual cuts. For example, FDA’s food head- 
quarters program has lost 20% of its scientists in just the past three years, despite 
an upswing in outbreaks of foodborne disease in the United States and a steady in- 
crease in contaminated seafood, produce and other foods being imported from for- 
eign countries. Similarly, FDA has lost several hundred inspectors due to budget 
cuts since 2003, leaving the agency not only incapable of inspecting domestic manu- 
facturers but also ensuring that most of the nation’s ports have no FDA inspectors. 
Although one FDA function, new drug and device review, has received additional 
funding from industry-paid user fees, the agency as a whole as lost 1000 people over 
the past decade. 

• Innovations and advancements in science are outstripping FDA’s capacity to 
understand and regulate them, threatening not only the safe introduction of new 
technologies but also American leadership in pharmaceuticals, vaccines, bio- 
technology, and medical devices. The United States is on the cusp of another 
"revolution" in therapeutics that holds great promise for effective treatments of can- 
cer, Alzheimer’s, Parkinson’s, and other previously incurable conditions. Break- 
throughs in human genome research, molecular biology, nanotechnology, food proc- 
essing technology, computational mathematics, in vivo imaging and many more are 
likely to change the face of medicine and food production, yet FDA has not been 
given the capacity to prepare for those breakthroughs. Tens of billions of dollars are 
being spent by both the public and private sector on the development of such prod- 
ucts, yet FDA has been denied the relatively minor funding necessary to ensure 
their rapid and safe entry to market. At a time in which U.S. competitiveness in 
science, medicine, and food production are under increasing strain from overseas, 
a weak and under funded FDA will be a brake on the very technologies that the 
United States is relying upon for its medical and technological future. Furthermore, 
they have gaps in major areas of scientific expertise and they are no longer able 
to recruit the best and brightest in regulatory science nor to retain the ones them 
if recruited. 

• FDA cannot ensure the safety of our food supply. It is difficult for leading sci- 
entists to reach such a dire conclusion, but the report’s authors saw a food safety 
system in which basic inspection, enforcement, and rulemaking functions have been 
severely eroded, as has the agency’s ability to respond rapidly to foodborne disease 
outbreaks and to keep pace with new regulatory science. FDA’s food safety program 
is characterized as one steadily dropping in staffing, and in funding for essential 
functions such as development of its scientists and travel to scientific fora. The in- 
spection rate of food processors can only be described as "appalling," resulting from 
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budget cuts for food safety that has brought the agency from doing 35,000 domestic 
food inspections in 1973 to fewer than 8000 this year (meaning FDA inspects most 
facilities on average only every ten years). The foreign inspection rate is even worse, 
as the agency may manage to inspect a dozen foreign food manufacturers on 2008, 
despite the thousands of overseas producers sending food to our shores. The agency 
has no resources to conduct inspections of retail food establishments or of food-pro- 
ducing farms. Moreover, as FDA’s leadership in food safety erodes, other countries 
are presenting themselves as the appropriate model for food safety standard setting, 
even though such standards can be unscientific and disguised trade barriers, to the 
detriment of principles of sound science and to market access for American food ex- 
ports. 

• FDA’s Information Technology systems are woefully outdated and inadequate, 
posing a concrete threat to the agency’s public health mission. The report’s authors 
were extremely disturbed by the state of FDA’s IT infrastructure. They found a situ- 
ation problematic at best, at worst dangerous. Many of FDA’s systems are far be- 
yond their expected life span, and systems fail frequently (even email systems are 
unstable). Reports of product dangers are not rapidly compared and analyzed, in- 
spectors’ reports are still laboriously hand written, and the system for managing im- 
ported products cannot communicate with Customs and other government systems. 
These inadequacies do not only cause inefficiencies and waste, but more importantly 
mean that dangers lurking in information coming to the FDA are simply missed- 
such as drug adverse reactions that are duly reported but not flagged for attention 
due to incapacities in information management. 

CONCLUSION 

The findings and recommendations of the Science Board are not novel. Recent 
studies by the Institute of Medicine of the National Academy of Sciences, Congres- 
sional committees, the Government Accountability Office and other expert bodies 
have documented FDA’s shortfalls and the resulting public health threat. It is now 
time for the examinations to stop and to take action. FDA’s resource constraints 
cannot be reversed without a determined effort by Washington decision makers to 
rebuild this bulwark of our system of consumer protection. The report makes rec- 
ommendations for significant restructuring of science at the FDA but it is also ap- 
parent that management nor leadership changes can be expected to have a signifi- 
cant impact, in the absence of very significant increases in resources. Without ac- 
tion, injuries and deaths from an overwhelmed regulatory system are certain, and 
the costs to our society will be far greater than any dollar figure upon which we 
can arrive at. 


Mr. Stupak. Thank you. 

Mr. Hutt, opening statement, please, sir. 

STATEMENT OF PETER BARTON HUTT, COVINGTON & 
BURLING LLP 

Mr. Hutt. Mr. Chairman and members of the subcommittee, I 
am Peter Barton Hutt. I am a senior counsel at the Washington, 
D.C., law firm of Covington and Burling and a lecturer and food 
and drug law at Harvard Law School. During 1971 to 1975, I was 
privileged to serve as chief counsel for the Food and Drug Adminis- 
tration. 

It is meaningless to discuss the scientific needs of FDA without 
first analyzing the resources, both money and personnel, currently 
available to the agency to accomplish its public health mission. I 
therefore have volunteered to prepare for our subcommittee a re- 
port that would document both the increasing responsibilities im- 
posed upon FDA by Congress during the past 2 decades and the 
reduced appropriations provided by Congress for the agency during 
this period. Because of its central importance in demonstrating the 
need for additional congressional appropriations for FDA, I request 
that my report be included in full in the record of this proceeding. 
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Mr. Stupak. Without objection, it will be. 

Mr. Hutt. Thank you, sir. 

Science at the Food and Drug Administration today is in a pre- 
carious position. In terms of both personnel and the money to sup- 
port them, the agency is barely hanging on by its fingertips. FDA 
has become the paradigmatic example of the hollow government 
syndrome, an agency with expanded responsibilities, stagnant re- 
sources and the consequent inability to implement or enforce its 
statutory mandates. For the reasons set forth in my report. Con- 
gress must commit to a 2-year appropriations program to increase 
FDA employees by 50 percent and to double the FDA funding, and 
then at least to maintain a fully burdened yearly cost-of-living in- 
crease of 5.8 percent across all segments of the agency. Without 
these resources, the agency is powerless to improve its perform- 
ance, will fall only further behind and, as Gail said, will be unable 
to meet either the mandates of Congress or the expectations of the 
American public. 

My report first addresses the tremendous problems encountered 
by FDA in implementing the burgeoning number of new statutory 
responsibilities imposed by Congress each year. Table 1 of my re- 
port lists more than 100 statutes that directly impact FDA enacted 
by Congress only in the last 20 years since 1988. That is an aver- 
age of more than six new statutes a year. In the history of our 
country, no other Federal regulatory agency has ever faced such an 
onslaught of new statutory mandates without appropriate funding 
and personnel to implement them. These unfunded mandates cas- 
cade down on FDA from all sides of the political spectrum. It is not 
a problem caused by bipartisan politics but the country cannot 
withhold the requisite scientific resources from FDA and then com- 
plain that the agency is incapable of meeting our expectations. 

The lack of adequate scientific personnel and the resources to 
support them has had a major adverse impact on important FDA 
regulatory programs to assure the continued safety of marketed 
products. Ten specific examples are provided in pages 10 to 12 of 
my report. 

Tables 4 and 5 of my report cover FDA appropriations for the 20- 
year period of 1988 to 2007. From 1994 to 2007, the agency’s appro- 
priated personnel decreased by 1,311 people and FDA’s appro- 
priated funding during this time increased by only about two-thirds 
the amount needed to keep up with inflation. It thus is obvious 
that FDA has become increasingly impossible to maintain its his- 
toric public health mission. 

The deterioration of the FDA Field Force has been severe. The 
science functions within the FDA Center for Food Safety and Ap- 
plied Nutrition which include, of course, dietary supplements and 
cosmetics, have been hit especially hard. 

In conclusion, science is at the heart of everything that FDA 
does. Without a strong scientific foundation, the agency will floun- 
der and ultimately it will fail. The scientific resources needed by 
FDA to carry out its statutory mission cannot be sustained on a 
minimal budget. Congress must commit to doubling the current 
FDA funding together with a 50 percent increase in authorized per- 
sonnel over the next 2 years if this agency is to do its job. 

Thank you, sir. 
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[The prepared statement of Mr. Barton Hutt follows:] 

Statement of Mr. Hutt 

Major Points 

1. Science at FDA today is in a precarious position. In terms of both personnel and 
the money to support them, the agency is barely hanging on by its fingertips. 

2. T 0 correct this problem, Congress must commit to a two-year appropriations 
program to increase the FDA employees by 50 percent and to double the FDA fund- 
ing, and then at least to maintain a fully burdened yearly cost-of-living increase of 
5.8 percent across all segments of the agency. 

3. During the past 20 years Confess has enacted more than 100 statutes that di- 
rectly impact FDA, without providing money and personnel to implement them. 

d.There are numerous unfinished FDA safety programs because of a lack of FDA 
resources. 

5. During the past 20 years, faced with its ever-increasing responsibilities, FDA 
appropriations have resulted in a gain of only 817 employees and a loss of more 
than feOO million to inflation. 

6. FDA regulation of food, dietary supplements, and cosmetics have been hit espe- 
cially hard. 

7. The deterioration of the FDA Field Force has been equally severe. 

8. Science is at heart of everything that FDA does. Without a strong scientific 
foundation - adequately funded by Congress - the agency will flounder and ulti- 
mately fail. 


Testimony 

Mr. Chairman and Members of the Subcommittee, I am Peter Barton Hutt. I am 
a Senior Counsel at the Washington, D.C. law firm of Covington & Burling LLP and 
a Lecturer on Food and Drug Law at Harvard Law School where I have taught a 
course on food and drug law for the past fifteen years. During 1971-1975 I served 
as Chief Counsel for the Food and Drug Administration (FDA). I appear before you 
today in my capacity as a consultant to the Subcommittee of the FDA Science Board 
that prepared the recent report on "FDA Science and Mission at Risk." 

It is meaningless to discuss the scientific needs of FDA without first analyzing 
the resources - both money and personnel - currently available to the agency to 
accomplish its public health mission. At the first meeting of the Subcommittee I 
therefore volunteered to prepare a report that would document both the increasing 
responsibilities imposed on FDA by Congress during the past two decades and the 
reduced appropriations provided for the agency. My report is included in the Sub- 
committee’s report as Appendix B and is attached to this testimony. Because of its 
central importance in demonstrating the need for additional congressional appro- 
priations for FDA, I request that my report be included in full in the record of these 
hearings. 

Introduction 

Science at the Food and Drug Administration (FDA) today is in a precarious posi- 
tion. In terms of both personnel and the money to support them, the agency is Bare- 
ly hanging on by its fingertips. The accumulating unfunded statutory responsibil- 
ities imposed on FDA, the extraordinary advance of scientific discoveries, the com- 
plexity of the new products and claims submitted to FDA for premarket review and 
approval, the emergence of challenging safety problems, and the globalization of the 
industries that FDA regulates — coupled with chronic underfunding by Congress — 
have conspired to place demands upon the scientific base of the agency that far ex- 
ceed its capacity to respond. FDA has become a paradigmatic example of the "hollow 
government" syndrome - an agency with expanded responsibilities, stagnant re- 
sources, and the consequent inability to implement or enforce its statutory man- 
dates. For the reasons set forth in my report. Congress must commit to a two-year 
appropriations program to increase the FDA employees by 50 percent and to double 
the FDA funding, and then at least to maintain a fully Burdened yearly cost-of-liv- 
ing increase of 5.8 percent across all segments of the agency. Without these re- 
sources the agency is powerless to improve its performance, will fall only further 
behind, and will be unable to meet either the mandates of Congress or the expecta- 
tions of the American public. 

Congress and the nation therefore have a choice. We can limp along with a badly 
crippled FDA and continue to take serious risks with the safety of our food and drug 
supply, or we can fix the agency and restore it to its former strength and stature. 
If Congress concludes to fix FDA, however, this cannot be done cheaply. It will be 
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necessary to appropriate substantial personnel and funds to reverse the damage 
done to FDA in the past two decades. 

Accumulating Unfunded FDA Statutory Mandates 

My report first addresses the tremendous problems encountered by FDA in imple- 
menting the burgeoning number of new statutory responsibilities imposed by Con- 
gress each year. Table 1 lists more than 100 statutes that directly impact FDA en- 
acted by Congress only since 1988 - an average of more than six each year. These 
are in addition to the core provisions of the Federal Food, Drug, and Cosmetic Act 
of 1938 itself and another 90-plus statutes directly involving FDA that were enacted 
during 1939-1987. 

Each of these statutes requires some type of FDA action. Many require the devel- 
opment of implementing regulations, guidance, or other types of policy, and some 
require the establishment of entire new regulatory programs. Virtually all require 
some type of scientific knowledge or expertise for the agency adequately to address 
them. Yet none of these statutes is accompanied hy an appropriation of new per- 
sonnel and increased funding designed to allow adequate implementation. In the 
history of our country, no other Federal regulatory agency has ever faced such an 
onslaught of new statutory mandates without appropriate funding and personnel to 
implement them. Instead, the agency is expected to implement all of these new un- 
funded congressional mandates with resources that, in the corresponding time, rep- 
resent at best a flat budget. Not surprisingly, many of the new congressional man- 
dates languish for years or cannot be implemented at all. 

In addition to the laws listed in Table 1, which directly require FDA to take ac- 
tion, Congress has enacted a number of statutes of general applicability that place 
a large administrative burden on FDA in conducting its daily work. Representative 
statutes of general applicability that require substantial FDA resources for compli- 
ance are listed in Table 2. For example, in order to promulgate a regulation, FDA 
must at a minimum include, in the preamble, not only full consideration of all the 
substantive issues raised by the regulation itself, but also a cost-benefit analysis, 
an environmental impact discussion, a federalism evaluation, a small business im- 
pact statement, a determination whether there is an unfunded mandate impact on 
state or local governments, and an analysis of paperwork obligations. The proposed 
and final regulations must be reviewed and approved by the Department of Health 
and Human Services (DHHS) and the White House Office of Management and 
Budget (0MB). However well-intentioned, these responsibilities place a major bur- 
den on FDA and require that scientific resources be diverted from other areas in 
order to assure compliance. This has led FDA to avoid rulemaking wherever possible 
and to substitute informal guidance or to take no action whatever on important reg- 
ulatory matters. 

The statutes of general applicability are not the only directives that have a strong 
impact on FDA. Every President in the past 40 years has issued one or more Execu- 
tive Orders that impose additional obligations on FDA. A representative sample is 
set forth in Table 3. These Executive Orders have the same binding status as a stat- 
ute and can have as great or greater impact. 

The combined weight of these unfunded FDA statutes, statutes of general applica- 
bility, and Executive Orders is tremendous. Each includes additional responsibilities 
for the agency without commensurate appropriations for personnel and funds. The 
result is that, with relatively flat funding and a very large increase in what the 
country expects from the agency, FDA is falling further and further behind. 

These unfunded mandates cascade down on FDA from all sides of the political 
spectrum. It is not a problem caused by partisan politics. Nor does my report ques- 
tion the justification for these mandates. Rather, it is the undeniable fact that these 
mandates are unfunded, and thus that FDA lacks the capacity to implement them, 
that is objectionable. The country cannot withhold the requisite scientific resources 
from FDA and then complain that the agency is incapable of meeting our expecta- 
tions. 

Unfinished FDA Safety Programs 

The lack of adequate scientific personnel and the resources to support them has 
had a major adverse impact on important FDA regulatory programs to assure the 
continued safety of marketed products. For example, on several occasions FDA has 
established comprehensive reviews of products after they have been marketed, ei- 
ther at the direction of Congress or on its own initiative. Virtually all of these re- 
views remain unfinished for lack of agency resources. Ten specific examples are pro- 
vided on pages 10-12 of my report. 

Lack of Adequate FDA Appropriations 

No one outside FDA has enough information about the agency to conduct a zero- 
based budget analysis for FDA. It is likely that FDA itself has numerous materials 
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that would bear upon such an analysis, but the agency states that it is not able to 
make those public. 

My report therefore pursues a different approach. Attached are tables that 
present a partial statistical history of the congressional appropriations for FDA per- 
sonnel and funds for the past 20 years, compiled from publicly-available sources. Ta- 
bles 4 and 5 cover the 20-year period of 1988 - 2007. As the last column in Table 
5 shows, from 1988 to 1994 FDA’s appropriated personnel and funding kept even 
with its increasing responsibilities and exceeded inflation. The agency’s appro- 
priated personnel increased from 7,039 to 9,167 (a gain of 2,128 people) and its 
funding from $477,504 million to $875,968 million (a gain of $398,464 million). In 
1994, however, FDA hit a brick wall. From 1994 to 2007 the agency’s appropriated 
personnel decreased from 9,167 to 7,856 (a loss of 1,311 people), returning it almost 
to the same level that was appropriated 20 years earlier. FDA’s appropriated fund- 
ing during this time increased by $698,187 million, but this was only about two- 
thirds the funding needed to keep up with FDA’s fully burdened cost-of-living in- 
crease of 5.8 percent, compounded yearly. Thus, over the entire 20 years FDA 
gained only 817 employees - an increase of 12 percent — and lost more than $300 
million to inflation, while faced with implementing the new statutes listed in Table 
1 and the agency’s substantial other core responsibilities under the 1938 Act. Con- 
fronted with a burgeoning industry as documented in Table 6, it became increas- 
ingly impossible for FDA to maintain its historic public health mission. 

My report contains numerous examples of the impact of this lack of personnel and 
funds on FDA programs, particularly dealing with food and regulatory enforcement. 
The science functions within the FDA Center for Food Safety and Applied Nutrition 
(CFSAN) — which include dietary supplements and cosmetics — have been hit espe- 
cially hard. In the 15 years from 1992 to 2007, CFSAN suffered a reduction in force 
of 138 people, or 15 percent of its staff. During the same period, Table 1 shows that 
Congress enacted several important new laws creating major new responsibilities 
for CFSAN, all of which required substantial scientific expertise for implementation. 

The deterioration of the FDA Field Force — which must daily make scientific eval- 
uations of FDA-regulated products - has been equally severe. Between 1973 and 
2006 there was a 78 percent reduction in food inspections. FDA conducted twice the 
number of foreign and domestic food establishment inspections in 1973 (34,919) then 
in did for all FDA-regulated products in 2006 (17,641). The inability of FDA ade- 
quately to police the importation of food and drugs into the United States has been 
well documented by Congress during the past two years. 

Conclusion 

We must all recognize that FDA can increase its attention to high priority issues, 
or take on entirely new responsibilities, only in the following two ways. First, FDA 
can divert personnel from other priorities, thus leaving those other areas neglected. 
This is what happened with contaminated pet food, one of the many areas which 
have been neglected because of a lack of agency resources. Second, Congress can de- 
termine to provide adequate funding for all of the responsibilities that the country 
expects FDA to implement. But it is clear that, unless Congress adopts this second 
approach, FDA will of necessity be forced to follow the first. 

Science is at the heart of everything that FDA does. Without a strong scientific 
foundation, the agency will founder and ultimately fail. The scientific resources 
needed by FDA to carry out its statutory mission cannot be sustained on a minimal 
budget. Congress must commit to doubling the current FDA funds, together with 
a 50 percent increase in authorized personnel, within the next two years. From then 
on, it is essential that the FDA budget at least keep up with inflation and perhaps 
even more. Another report should be prepared in five years to offer advice on the 
state of science at FDA at that time and the resource needs that remain. 


Mr. Stupak. Thank you. 

Dr. Woteki, it is time for your opening statement, please. 

STATEMENT OF CATHERINE E. WOTEKI, PH.D., GLOBAL 
DIRECTOR OF SCIENTIFIC AFFAIRS, MARS, INC. 

Dr. Woteki. Thank you, Mr. Chairman. I am Catherine Woteki. 
I am global director of scientific affairs for Mars, Incorporated, a 
global food and pet care business. Prior to joining Mars, I was Un- 
dersecretary for Food Safety in the U.S. Department of Agriculture 
and also dean of agriculture at Iowa State University. 
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I am pleased to have the opportunity to appear today to present 
the findings of the FDA Science Board’s review of the Center for 
Food Safety and Applied Nutrition and the Center for Veterinary 
Medicine. Between them, these two centers are responsible for as- 
suring the safety of the Nation’s food and feed supply, cosmetics, 
veterinary drugs and dietary supplements and for assuring that in- 
formation on labels is truthful and not misleading. All together, 
this segment of the U.S. economy amounts to a staggering $466 bil- 
lion in domestic and imported food sales, $18 billion in dietary sup- 
plements, $60 billion in cosmetics, $5 billion in veterinary drugs, 
$35 billion in animal feed sales and $15 billion in pet food sales. 

Our committee’s key finding is, and I am going to quote directly 
from the report, that “FDA does not have the capacity to ensure 
the safety of food for the nation. Crisis management in FDA’s two 
food safety centers, the Center for Food Safety and Applied Nutri- 
tion,” or CFSAN, as it is called, “and the Center for Veterinary 
Medicine,” or CVM, “has drawn attention and resources away from 
FDA’s ability to develop the science base and infrastructure needed 
to efficiently support innovation in the food industry, provide effec- 
tive routine surveillance and conduct emergency outbreak inves- 
tigation activities to protect the food supply.” That is the end of our 
direct quote. The committee’s recommendation as you have heard 
is to double FDA’s appropriation over the next several years. 

The crisis within FDA and particularly in these two food safety 
centers is the result of decades of neglect and erosion of CVM and 
CFSAN’s resources needs. The current situation is not a reflection 
on the outstanding staff who do a commendable job under enor- 
mous pressure. They set priorities, they focus on the most impor- 
tant public health issues and they develop innovative ways to le- 
verage what they have. 

Rather, our review led us to conclude that CVM and CFSAN’s 
basic functions of inspection, enforcement and rulemaking are se- 
verely eroded. Some examples you have already cited in your open- 
ing statements. Over 35 years, there has been a 78 percent reduc- 
tion in inspections with food establishments, now inspected on the 
average once every 10 years. The recent pet food crisis strained an 
already overtaxed system. The Center for Veterinary Medicine re- 
ceived more than 18,000 telephone calls related to the melamine 
pet food contamination but they only have two full-time people who 
are devoted to working on pet food issues. 

Since 2003, just in the last 5 years, CFSAN’s workforce declined 
from 950 FTE to 771, and CFSAN no longer has the ability to gen- 
erate the science needed to fulfill it human nutrition regulatory re- 
sponsibilities. 

Now, why has this happened? Well, a good part of that answer 
is the dramatic increase and diversification of the responsibilities 
assigned to these two centers. Since 2003, a half dozen new laws 
have been enacted that require significant investment of personnel 
and resources to implement. They include provisions that are re- 
lated to food contact substances, the Bioterrorism Act, food allergen 
labeling, trans fat labeling, egg food safety, pandemic flu planning, 
and minor use and minor species health. These new responsibilities 
increase the complexity of the centers’ tasks and increase the sci- 
entific demands that are placed on them but no additional funding 
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has been provided to enable the centers to implement these new re- 
sponsibilities. 

My written testimony provides more specific findings and rec- 
ommendations and I request that that be inserted into the record, 
and I am happy to answer any questions that you may have. 

[The prepared statement of Ms. Woteki follows:] 

Statement of Dr. Woteki, Ph.D., R.D. 

Mr. Chairman and members of the Committee, thank you for the opportunity to 
appear today to present the findings of the FDA Science Board’s review of the Cen- 
ter for Veterinary Medicine and the Center for Food Safety and Applied Nutrition. 
Between them, these two centers are responsible for assuring the safety of the na- 
tion’s food and feed supply, cosmetics, veterinary drugs, and dietary supplements 
and for assuring that information on labels is truthful and not misleading. All to- 
gether, this segment of the US economy amounts annually to $466 billion in domes- 
tic and imported foods sales; $18 billion in dietary supplements, $60 billion in cos- 
metics, $5 billion in veterinary drugs, $35 billion in animal feed and $15 billion in 
pet food sales. 

Our committee’s key finding is that "FDA does not have the capacity to ensure 
the safety of food for the nation. Crisis management in FDA’s two food safety cen- 
ters, Center for Food Safety and Applied Nutrition(CFSAN) and Center for Veteri- 
nary Medicine (CVM), has drawn attention and resources away from FDA’s ability 
to develop the science base and infrastructure needed to efficiently support innova- 
tion in the food industry, provide effective routine surveillance, and conduct emer- 
gency outbreak investigation activities to protect the food supply" (Report of the 
Subcommittee on Science and Technology, FDA Science and Mission at Risk, No- 
vember, 2007, p. 3). 

This crisis is the result of decades of neglect and erosion of CVM and CFSAN’s 
resource needs. In contrast to drug discovery and development, FDA’s food evalua- 
tion methods have not kept pace with evolving risks, and evolving science These 
centers are strapped for resources and can accomplish little beyond addressing the 
top priority of the moment. Major issues of public health concern are not being ad- 
dressed such as cosmetic safety and the many regulatory responsibilities FDA has 
for human nutrition 

The current situation is not a reflection on the outstanding staff who do a com- 
mendable job under enormous pressure. They set priorities, they focus on the most 
important public health issues, and they develop innovative ways to leverage what 
they have. 

Rather, our review (which was conducted in winter and spring of 2007 against a 
backdrop of cascading product recalls) led us to conclude that CVM and CFSAN’s 
basic functions of inspection, enforcement and rulemaking are severely eroded. Over 
35 years, there has been a 78% reduction in inspections with food establishments 
now inspected, on average, once every 10 years. 

The CVM workforce consists of 375 FTE, 4% of FDA total, but it faces unique 
challenges in the number and diversity of species it must address as well as main- 
taining a human health orientation. The pet food industry is a $15 billion a year 
business and largely falls under FDA’s regulatory purview. The recent pet food cri- 
sis strained the already overtaxed system. CVM received more than 18,000 tele- 
phone calls concerning melamine pet food contamination. Estimates are that about 
1 percent of the total volume of pet food was involved with a potential economic im- 
pact of $200 million. However, CVM is able to devote only two people working full 
time on pet food issues. 

Since 2003, CFSAN’s workforce declined from 950 FTE to 771 FTE. CFSAN no 
longer generates the science needed to fulfil its human nutrition regulatory respon- 
sibilities. The dietary supplement industry has grown to more than $20 billion in 
annual sales, and millions of Americans use those products every day. But the legis- 
lation authorizing FDA regulation of those products has never been funded, the 
practical effect being that the products and their health claims are essentially un- 
regulated. The same can be said of the cosmetics industry, which has more than $60 
billion in annual sales, but is overseen by an FDA staff of less than 20 people sup- 
ported by $3.5 million budget. 

Why has this happened? Most importantly, CVM and CFSAN have experienced 
a dramatic increase and diversification of their responsibilities. Since 2003, a half 
dozen new laws have been enacted that require significant investment of personnel 
and resources to implement. The new laws include FDAMA provisions related to 
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food contact substances, the Bioterrorism Act, FALCPA-food allergen labeling, trans 
fat labeling, egg safety food cGMP, pandemic flu planning, and minor use and minor 
species health. These new responsibilities increase the complexity of the Centers’ 
tasks and increase scientific demands, but do not provide funding to enable the Cen- 
ters to implement their new responsibilities. 

Our finding is not a new one. In 1991, a previous committee reported to the Sec- 
retary of HHS its "deep concerns about the viability of the foods program and the 
lack of Agency priority for food issues. Decline in resources and program initiatives 
during the past 10-15 years indicate a lack of Agency management attention and 
interest in this area, although public interest in, and concern for, an effective food 
program remain high" (Report of the Advisory Committee on the Food and Drug Ad- 
ministration to the Secretary of HHS, May, 1991). 

Center foe Veterinary Medicine - specific findings and recommendations 

CVM faces a spectrum of regulatory issues requiring high levels of science. These 
include methods to identify residues (synthetic and natural chemicals) and emerging 
infectious diseases; antimicrobial resistance monitoring (science and informatics 
base of NARMS); biotechnolo^ (genetic engineering, cloning, use of phages, 
biopharma); and new technologies in drug manufacturing and delivery (nanotech, 
genetics, biomarkers, new approaches to characterizing microbial resistance). The 
key stressors that CVM faces are: the convergence of massive data volume and com- 
plexity with newly developed products from the "omics revolution"; developing and 
maintaining unique databases with respect to species, endpoints, human health; and 
under staffing (375 FTE), vacancies in key scientific positions, and lack of funds 
(>80% of budget in salary). Our committee’s recommendations are to: bolster CVM’s 
in-house scientific capability in emerging areas relevant to veterinary medicine; im- 
prove IT capability, and integrate within FDA and with CVM partners (CDC, 
USDA), eliminate paper storage; and foster integration with cutting edge science ac- 
tivities across FDA and with external partners; and to expand the FDA Fellow Pro- 
gram. 

Center foe Food Safety and Applied Nutrition - specific findings and 
recommendations 

CFSAN’s regulatory responsibilities require high levels in diverse sciences: food 
production sciences; risk mitigation at the source; consumer understanding of nutri- 
tion and food safety information; better labeling for public health; immunology; de- 
tection and prevention of foodborne viral diseases; safety of cosmetics; and adverse 
event reporting and analysis. The key stressors on the Center include: lack of re- 
sources (950 FTE in 2003 vs. 771 FTE in 2007; new mandates; elimination of re- 
search programs); globalization of the food supply; new food processing technologies; 
new threats to public health; ongoing response to emergencies; outmoded IT systems 
and laboratory instruments; and the fact that they are addressing only the highest 
priorities. Our committee’s recommendations pertaining to CFSAN are to: add re- 
sources to attract, retain and leverage scientific expertise and regulatory research 
in priority areas; invest in 21st century regulatory science that could anticipate fu- 
ture food safety issues; and develop a cadre of professionals capable of applying the 
new science to emerging challenges; leverage research programs sponsored by 
NCTR, ARS, CSREES, CDC, NIH and DHS and conduct this activity with the Chief 
Scientific Officer; and not neglect cosmetics and nutrition. 

Thank you, Mr. Chairman, I will be happy to answer questions. 


Mr. Stupak. Thank you, Doctor. 

For the witnesses, any attachments to your testimony will he 
made part of the record, and again, we appreciate those. There are 
some good charts and statistics for us. 

Dr. FitzGerald, please, opening statement, sir. 

STATEMENT OF GARRET A. FITZGERALD, PROFESSOR OF 
MEDICINE AND PROFESSOR AND CHAIR OF PHARMA- 
COLOGY, DEPARTMENT OF PHARMACOLOGY, UNIVERSITY 
OF PENNSYLVANIA SCHOOL OF MEDICINE 

Dr. FitzGerald. Thank you. Chairman Stupak and members of 
the committee. My name is Garret FitzGerald. I am a professor of 
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medicine, chair of the Department of Pharmacology and director of 
the Institute of Translational Medicine and Therapeutics at the 
University of Pennsylvania. I have worked in the area of basic and 
clinical research relating to drug action for the past 30 years. 

The FDA is charged with a mission fundamental to the safety of 
the Nation. Recent events — the cardiovascular hazards of COX-2 
inhibitors, the uproar over the anti-diabetic drug Avandia, and the 
confusing and contradictory messages in the press about the lipid- 
lowering drug Vytorin have undermined our belief that the agency 
can safeguard the public and just as importantly communicate in- 
formed and unbiased information about drug safety. 

The recent episodes of pet food and toothpaste contamination re- 
mind us that the bulk production of drugs, chemicals and cosmetics 
that reach the United States have largely moved offshore. 

Serious as each of these incidents is, they are merely warning 
signs of a gathering storm. We ignore them at our peril. The FDA 
is the safeguard for the integrity of our drug supply and our food 
supply. Failure of the FDA to fulfill its mission would expose each 
and every one of us to danger, either from the willful intent of ter- 
rorists or the incompetence of manufacturers. Both the Institute of 
Medicine report and our subcommittee report, “FDA Science and 
Mission at Risk” have identified in plain terms a disturbingly sys- 
temic set of problems in the agency. 

These include the politicization and instability of leadership, at- 
trition of manpower, poor morale, structural and organization inad- 
equacies, depleted infrastructure, and most importantly, critical 
gaps in scientific expertise and technology, as emphasized in this 
report. 

These factors, many but not all reflecting a serious erosion of 
necessary resource, compound to undermine seriously the science 
base at the agency and its ability to fulfill its mandate. 

How have we let the FDA get to this point? We have failed to 
maintain and upgrade the FDA over the past 50 years. Complex or- 
ganizations, just like complex machines — and planes are good ex- 
ample — can continue to function effectively if preventively and re- 
actively maintained. Last year a 57-year-old seaplane lost a wing 
and fell into the sea, killing 20 people on board. It had been poorly 
maintained, literally papering over the crack. However, the Na- 
tional Transportation Board assigned blame not just to the airline 
but also the Federal Aviation Agency (FAA) for not amending the 
rules with the times and having the appropriate regulatory re- 
quirements in place. 

How can we move to restore the ability of the FDA to face the 
challenges of the world in 2008, not those of 1958? We must em- 
power the FDA to cope with the rapidly changing science of drug 
development to ensure a pipeline of safe, innovative and effective 
medicines for our present and our future. 

Firstly, we must reorganize the structure of science at the FDA. 
Unlike many agencies, this one must be grounded in science and 
science must permeate its activities and decisions. Amazingly, FDA 
presently lacks a chief scientific officer. We believe that such a po- 
sition of leadership is necessary to guide the restructuring of the 
agency and provide constant advice to the Commissioner. 
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As Dr. Cassell has emphasized in her opening remarks, the FDA 
does not subscribe to rigorous peer review of their scientific pro- 
grams and centers. To our knowledge, the Center for Drug Re- 
search and Evaluation and the Office of Regulatory Affairs have 
never been peer reviewed in their totality. Those centers that have 
been peer reviewed have been subject to this process so infre- 
quently and not in a formal process. 

Secondly, agency scientists need to become reengaged with the 
scientific community through attendance at meetings and encour- 
agement to publish on regulatory science and through training. 

Third, the presently segregated approaches to drug review and 
evaluation before and after approval for marketing must be inte- 
grated. Our information about how a drug works and how safely 
it works is fragmentary at the time of drug approval. We must ex- 
ploit enhanced mega databases of clinical information, accessed in 
real time by agency scientists to assess drug safety post approval, 
and you will hear more from Dr. Nordenberg on this issue. 

It took 7 years from the time we first predicted that Vioxx and 
Celebrex would cause heart attacks and stroke for the evidence to 
accumulate and this message to be delivered in unequivocal terms 
to consumers. This reflected a failure to integrate different types 
of scientific information and a reliance on a passive form of surveil- 
lance for safety signals once these drugs had reached the market. 
We must and we can do better. 

Fourth, agency scientists may indeed be suspicious of safety sig- 
nals but lack the freedom, the expertise and often the site where 
confirmatory tests must be pursued. We believe the FDA needs ac- 
cess to a neutral testing ground, a jet propulsion lab for the FDA. 

So what is a JPL? When Boeing comes to the Department of De- 
fense with a new engine for jet fighters, DOD doesn’t say wonder- 
ful, let us write you a check. They may not have the facilities or 
the expertise to put it through its paces in Washington but they 
can turn to their collaborating experts in the JPL in Pasadena and 
subject it to rigorous assessment. The JPL provides a techno- 
logically advanced site for assessment. It provides independence 
and it provides expertise. This is the model we need for the FDA — 
academic sites where they can interact with experts in the emerg- 
ing sciences to pursue evidence that is important to the regulators 
to clarify drug safety or efficacy, both before and after drug ap- 
proval. 

Presently, we approve drugs based on the ability to detect large 
average effects of benefit or risk in studies of large populations. 
This approval is clearly inadequate and essentially unchanged for 
the last 50 years. People vary strikingly in their response to most 
drugs, differences determined by the interaction of factors within 
their environment and their individual complement of genes. What 
matters most to most people is not whether there is an average af- 
fect in a population but how a drug will work with them. 

The FDA is poorly placed to react, either to the challenges or the 
opportunities of this revolution in technology and medicine. Infor- 
mation from these new sciences is already providing an under- 
standing of biological networks, which just as the interstate super- 
highway system lets us navigate the country will allow us to un- 



38 


derstand more comprehensively how our body works in health and 
how and where these highways are blocked in disease. 

The FDA is not on this superhighway. It is stuck on a rural dirt 
track trying to get from place to place in a Model T. It needs a 
major infusion of resource to give it modern, fuel-efficient cars to 
get them on that superhighway. It also needs the drivers who can 
cope with the traffic and roads of the 21st century. We propose that 
it hires some drivers but gets up to speed by renting the rest part- 
time from the scientific fast lane, the academic sector. 

It is unrealistic, short of the reintroduction of the military draft, 
to believe that the agency could ever recruit a sufficient number of 
individuals skilled in these emerging sciences to assess and inter- 
pret the information that will derive from them. The inability of 
FDA scientists rigorously to review these products will not only re- 
sult in lost lives in some cases but in others will result in the fail- 
ure of critical innovative life-saving medicines to reach the bedside, 
as you have heard from Dr. Cassell. For example, the only relevant 
expertise that the agency has in house in genomics, the most ad- 
vanced of these new sciences, is fragmented, uncoordinated and 
paltry. Expertise in virtually every other aspect of the emerging 
sciences is essentially nonexistent in the FDA. Our subcommittee 
concluded that science in the FDA is indeed in a precarious be- 
cause, as Dr. Cassell has emphasized, every regulatory decision 
that the agency makes is based on science and the deficit must be 
addressed. 

It is realistic and desirable that the agency recruits or retrains 
a small cadre expert in these emerging sciences. However, their im- 
pact can be magnified if they are integrated into a larger network, 
a consortium of extramural scientists at academic sites — a jet pro- 
pulsion lab for the FDA. 

Besides amplifying the science base of the agency in the area of 
its greatest weakness, this JPL would provide a site in which the 
agency expands its capacity to assess medicines using the most 
modern technologies and a framework for educational exchange. 
This initiative should also revolutionize our approach to drug de- 
velopment, hastening the time to drug approval and detecting more 
efficiently and faster problems with drug safety. This initiative will 
empower the agency by harvesting the talent of the U.S. academic 
sector, the largest biomedical and bioengineering enterprise on the 
planet and one funded largely by the U.S. taxpayer. 

In summary, we concluded that the FDA is in crisis. Its ability 
to fulfill its mandate has eroded to a critical degree and will rap- 
idly deteriorate unless they are provided appropriate resources and 
the agency itself takes radical restructuring action. Both the Insti- 
tute of Medicine and the Science Board reports identify steps that 
will enhance greatly the ability of the agency to guarantee the safe- 
ty of the food we eat and the drugs and devices we are prescribed. 
This will require provision of a substantial increment in resources. 
However, best to do this while the levees are leaking rather than 
after the hurricane has hit. 

[The prepared statement of Mr. FitzGerald follows:] 
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Chairman Dingell and members of the committee, 

My name is Garret FitzGerald. I am a Professor of Medicine, Chair 
of Pharmacology and Director of the Institute for Translational 
Medicine and Therapeutics at the University of Pennsylvania. I 
have worked on basic and clinical aspects of drug action for 30 
years. 

The FDA is charged with a mission fundamental to the safety of 
the nation. Recent events - the cardiovascular hazards of COX-2 
inhibitors; the uproar over the antidiabetic drug, Avandia and the 
confusing and contradictory messages in the press about the safety 
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of the lipid lowering drug, Vytorin, have undermined our belief 
that the Agency can safeguard the public and communicate 
informed and unbiased information about drug safety. 

The recent episodes of pet food and toothpaste contamination, 
remind us that bulk production of the drugs, chemicals and 
cosmetics that reach the US has largely moved offshore. 

Serious as each of these incidents is, they are merely warning signs 
of a gathering storm. We ignore them at our peril. The FDA is the 
safeguard for integrity of our drug supply and our food supply. 
Failure of the FDA to fulfill its mission would expose each and 
every one of us to danger, either from the willful intent of terrorists 
or the incompetence of manufacturers. 

Both the lOM report on “The Future of Drug Safety”^ and our 
Subcomittee’s report, “FDA Science and Mission at Risk”^ have 
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identified in plain terms a disturbingly systemic set of problems in 
the Agency. 

These include the politicization and instability of leadership, 
attrition of manpower, poor morale, structural and organizational 
inadequacies, depleted infrastructure and - most importantly- 
critical gaps in scientific expertise and technology as emphasized 
in our Science Board report. 

These factors - many, but not all reflecting a serious erosion of 
necessary resource - compound to undermine seriously the science 
base of the Agency and its ability to fulfill its mandate. 

How have we let the FDA reach this point? 

We have failed to maintain and upgrade the FDA over the past 50 
years. Complex organizations, just like complex machines -planes 
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are a good example - can continue to function effectively if 
preventively and reactively maintained. 

Last year a 57 year old seaplane lost a wing and fell into the sea 
killing all 20 people aboard. It had been poorly maintained; 
literally, papering over the crack. However, the National 
Transportation Board assigned blame not just to the airline, but 
also to the Federal Aviation Agency - for not amending their rules 
with the times and having the appropriate regulatory requirements 
in place.^ 

How can we move to restore the ability of the Agency to face the 
challenges of the world in 2008, rather than those of 1958? 

We must empower the FDA to cope with the rapidly changing 
science of drug development to ensure a pipeline of safe, 
innovative and effective medicines for our present and our future. 
As Dr. Cassell emphasized in her opening remarks, there have 
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been major scientific advances in drug discovery over the past 
decade, yet the way in which FDA reviews drugs and steers their 
development has not changed in over half a century. 


Firstly, we must reorganize the structure of science at the FDA. 
Unlike many agencies, this one must be grounded in science and 
science must permeate its activities and decisions. Amazingly, 
FDA presently lacks a Chief Scientific Officer. We believe that 
such a position of leadership is necessary to guide the restructuring 
of the Agency and provide constant advice to the Commissioner. 

As Dr. Cassell emphasized in her opening remarks, the FDA does 
not subscribe to rigorous peer review of their scientific programs 
and centers. Again, as she said, to our knowledge the Center for 
Drug Research and Evaluation and the Office of Regulatory 
Affairs have never been peer reviewed in their totality. Those 
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centers that have been peer reviewed have been so infrequently and 
not in a formal process. 

Secondly, Agency scientists need to become re-engaged with the 
scientific community, through attendance at meetings and 
encouragement to publish on regulatory science and training. 

Third, the presently segregated approaches to drug review and 
evaluation before and after approval for marketing must be 
integrated. Our information about how a drug works and how 
safely it works is fragmentary at the time of approval; we must 
exploit enhanced mega databases of clinical information, accessed 
in real time by Agency scientists to assess drug safety post 
approval. You will hear more about this in Dr. Nordenberg’s 
testimony. 

It took 7 years from when we first predicted that Vioxx and 


Celebrex would cause heart attacks for the evidence to accumulate 
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and this message to be delivered in unequivocal terms to 
consumers. This reflected a failure to integrate different types of 
scientific information and a reliance on passive surveillance for 
safety signals once these drugs reached the market. We must and 
we can do better. 

Fourth, Agency scientists may indeed be suspicious of safety 
signals, but lack the freedom, the expertise and often the site where 
confirmatory tests might be pursued. We believe that the FDA 
needs access to a neutral testing ground -a “Jet Propulsion Lab”. 

What is a JPL? When Boeing comes to the Department of Defense 
with a new engine for jet fighters, DOD doesn’t say, “wonderful, 
let’s write you a check”. They may not have the facilities or the 
expertise to put it through its paces in Washington, but they can 
turn to their collaborating experts at the JPL in Pasadena and 
subject it to rigorous assessment. The JPL provides a 
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technologically advanced site for assessment, independence and 
expertise. 

This is the model we need for the FDA - academic sites where 
they might interact with experts in these emerging sciences to 
pursue evidence that is important to the regulators to clarify drug 
safety or efficacy both before and after drug approval. 

Presently, we approve drugs based on the ability to detect large 
average effects of benefit or risk in studies of large populations. 
This approach is clearly inadequate and essentially unchanged for 
the past 50 years. 

However, people vary strikingly in their response to most drugs - 
differences determined by the interaction of factors within their 
environment and their individual complement of genes. What 
matters most to people is not whether there is an average effect in a 
population, but how a drug will work in them. 
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The FDA is poorly placed to react, either to the challenges or the 
opportunities of this revolution in technology and medicine. Again, 
as pointed out by Dr. Cassell, our Subcommittee found that the 
development of medical products based on “new science” cannot 
be adequately regulated by the FDA. 

Information from these new sciences is already providing an 
understanding of biological “networks” which, just as the interstate 
superhighway system lets us navigate the country, will allow us to 
understand more comprehensively how our body works in health 
and how and where these highways are blocked in disease. 

The FDA is not on this superhighway; it is stuck on a rural dirt 
track trying to get from place to place in a Model T. It needs a 
major infusion of resource to give it modem, fuel efficient cars and 
to get them on that superhighway; it also needs the drivers who can 
cope with the traffic and roads of the 21^' century. We propose that 
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it hires some drivers, but gets up to speed by renting the rest, part 
time, from the scientific fast lane - the academic sector. 

It is unrealistic - short of the reintroduction of the military draft - 
to believe that the Agency could ever recruit a sufficient number of 
individuals skilled in these emerging sciences to assess and 
interpret the information from these new sciences. 

The inability of FDA scientists rigorously to review these products 
will not only result in lost lives in some cases, but in others it will 
result in the failure of critical, innovative, life-saving medicines to 
reach the bedside in a timely manner. Failure of the FDA to 
advance to the 21®* Century will have a major negative impact on 
the U.S. economy and the threatened pre-eminence of the U.S. in 
biotechnology and the biomedical and agricultural sciences. 
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For example, the only relevant expertise that the Agency has in 
house in genomics- the most advanced of the new sciences - is 
fragmented, uncoordinated and paltry. 

By comparison, the FBI has invested millions of dollars in 
genomics and the NIH has an entire Institute of Genome Sciences. 
Even the CDC has made remarkable advances in applying 
genomics in multiple areas of public health, including food borne 
diseases. Likewise, USDA is more advanced in this area due to its 
own investment, but also its interactions with the National Science 
Foundation and the Department of Energy. 

Sadly, the FDA lags far behind its sister agencies and is slowly 
playing catch up. It should be leading the way and setting the 
standards in applied genomics. Importantly, expertise in every 
other aspect of the emerging sciences is essentially nonexistent 


within the FDA. 
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Our Subcommittee concluded that science in the FDA is indeed in 
a precarious state. Because, as Dr. Cassell has emphasized, every 
regulatory decision that FDA makes is based upon science, this 
deficit must be addressed. 

It is realistic and desirable that the Agency recruits or retrains a 
small cadre expert in the emerging sciences; however, their impact 
can be magnified if they are integrated into a larger network, a 
consortium of extramural scientists at academic sites - a Jet 
Propulsion Lab for the FDA. 

Besides amplifying the science base of the Agency in the area of 
its greatest weakness, this JPL would provide a site in which the 
Agency expands its capacity to assess medicines using the most 
modem technologies and a framework for educational exchange. 
This initiative should also revolutionize our approach to drug 
development, hastening the time to drug approval and detecting 
more efficiently and faster problems with drug safety. 
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This initiative will empower the Agency by harvesting the talent of 
the US academic sector - the largest biomedical and 
bioengineering enterprise in the world and one funded largely by 
the taxpayer. 

In summary, we concluded that the FDA is in crisis. Its ability to 
fulfill its mandate has eroded to a critical degree and will rapidly 
deteriorate unless they are provided appropriate resources and the 
Agency takes radical action. 

Both the lOM and Science Board reports identify steps that will 
enhance greatly the ability of the Agency to guarantee the safety of 
the food we eat and the drugs and devices that we are prescribed. 
This will require provision of a substantial increment in resources. 

However, best to do this while the levees are leaking rather than 


after the hurricane has hit. 
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Mr. Stupak. Thank you, Doctor. 

Dr. Nordenberg, your testimony, please, sir. 

STATEMENT OF DALE NORDENBERG, M.D., MANAGING 

DIRECTOR, HEALTHCARE INDUSTRY ADVISORY, PRICE 

WATERHOUSECOOPERS 

Dr. Nordenberg. Good morning, Mr. Chairman and members of 
the committee. Thank you for inviting me to appear this morning. 
I am Dr. Dale Nordenberg. I am testifying this morning on behalf 
of the Subcommittee on Science and Technology of the FDA Science 
Board for which I served as an advisor while I was an associate 
director at the National Center for Infectious Diseases at the Cen- 
ters for Disease Control, responsible for informatics. When I be- 
came a managing director with PriceWaterhouseCoopers 4 months 
ago, I am not here this morning on behalf of 
PriceWaterhouseCoopers nor does my testimony in any way reflect 
the policies or positions of PriceWaterhouseCoopers. I am a CDC- 
trained medical epidemiologist and my area of expertise is health 
information technology. I have approximately 25 years of experi- 
ence in this field. Accordingly, I would like to focus my comments 
on the FDA’s information technology capabilities and the demands 
placed on them. 

The subcommittee found that an information crisis is putting the 
agency’s mission at risk. Although there is recent evidence of some 
progress in information technology of the FDA, there is a dual and 
compounding risk. The FDA is struggling with a too-slow mod- 
ernization of its current information network while it is challenged 
to regulate products based on rapidly emerging sciences, particu- 
larly genomics, as you have heard from Dr. FitzGerald. Based on 
our evaluation, let me offer several examples of how the FDA’s mis- 
sion is being affected. 

We found that the FDA’s information systems were to a great ex- 
tend obsolete, unstable and unsecured. For instance, 80 percent of 
network servers were beyond their recommended life. An example 
of the consequences of an unstable technology infrastructure is the 
e-mail outage that occurred during the FDA’s response to a na- 
tional foodborne outbreak of E. coli in 2006. 

The FDA has lacked consistent leadership in information tech- 
nology. The agency has had four chief information officers in the 
past 5 years. While the FDA’s information technology professionals 
display commendable dedication, they need strong leadership, the 
resources to deliver quality and programs that build skills and ex- 
pertise, particularly in the areas of emerging technology and 
science The FDA’s information system which it depends on to 
evaluate product safety and efficacy are inefficient. Inspectors’ re- 
ports are still handwritten and slow to work their way through the 
compliance system. The system for managing imported products 
cannot communicate with Customs and other government systems 
and often misses significant product arrivals because the system 
cannot even distinguish, for example, between road salt and table 
salt. 

Clinical trials data were often buried in paper-filled warehouses. 
The FDA cannot electronically search must of its data, which 
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meant that possible side effects of drugs cannot be tracked and ad- 
ditional uses for existing therapeutics cannot be identified. 

Finally, the agency lacks the capability to manage the complex 
data information challenges associated with rapid innovation. This 
can affect the FDA’s ability to ensure the timely and safe introduc- 
tion of products in such areas as nanotechnology, genomics, wire- 
less products, medical imaging and cell-based products that could 
bring hope and results to people waiting for breakthrough treat- 
ment. 

The FDA’s information technology crisis can be solved. Adequate 
funding for information technology is crucial. The subcommittee be- 
lieves that the information technology budget at the FDA must be 
increased. The overall IT budget for the FDA is approximately $200 
million compared to approximately $500 million for the CDC, al- 
though the FDA regulates, as numerous people have mentioned, $1 
trillion in consumer products and 80 percent of the Nation’s food 
supply and is responsible for monitoring hundreds of thousands of 
sites that distribute it globally. 

Increasing the budget would allow the FDA to upgrade and mod- 
ernize its technology, support develop of its professional staff and 
establish the information systems it needs to fulfill its mission. Ex- 
tramural investments are critical to stimulate the private sector to 
develop and implement integrated information-sharing networks 
that support both pre-market clinical trials as well as post-market 
pharmacovigilance activities to evaluate safety and efficacy and to 
support industry innovation. The subcommittee believes that the 
FDA affects the lives and well-being of Americans, the health of 
our economy and the security of our Nation as much as any other 
institution, public or private. Providing the FDA with the tools it 
needs to fulfill its mission is essential, and in the information age, 
ensuring that the FDA effectively deploys modern information sys- 
tems is one of the most important tools of all. 

Mr. Chairman, I thank you again for the opportunity to appear, 
and I would be pleased to answer any questions. 

[The prepared statement of Dr. Nordenberg follows:] 
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Mr. Chairman and Members of the Committee: Thank you for the opportunity 
to testify before you this morning on “FDA Science and Mission at Risk," the 
report of the Subcommittee on Science and Technology to the FDA Science 
Board. 

My name is Dr. Dale Nordenberg and I am testifying this morning on behalf of 
the Subcommittee on Science and Technology of the FDA Science Board. I 
am a pediatrician and a Centers for Disease Control (CDC)-trained medical 
epidemiologist. My area of expertise is health information technology, and I 
have approximately 25 years of experience in this field. I was invited to 
participate in the FDA Subcommittee on Science and Technology while I was 
the Associate Director for Informatics at the National Center for Infectious 
Diseases. CDC. While I resigned from the CDC four months ago to become a 
managing director with PricewaterhouseCoopers LLP, I am not here this 
morning on behalf of PricewaterhouseCoopers nor does my testimony in any 
way reflect the policies or positions of PricewaterhouseCoopers. 

Information Technology at the FDA 

Information technology at the FDA has three different purposes. First, 
information technology at the FDA provides an information and 
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communications infrastructure that is deployed to serve the needs of 
programs at the FDA and thus serves an operational role. Examples of this 
would include the computer network, e-mail system, financial and other 
administrative systems, and Internet connectivity. 

Second, information technology at the FDA is encountered in regulated 
medical products, such as emerging wireless devices that can monitor heart 
rate and rhythm in real time as well as provide electrical shocks to the heart to 
treat abnormal rhythms. In this instance, the FDA must have the scientific and 
technical capability to review and regulate these products. 

Finally, information technology at the FDA is a science and discipline that 
FDA scientists must use to assess the efficacy and safety of medical products 
as part of the regulatory mission of the Agency. This would include data and 
information modeling, analytic activities, implementation of evolving health 
information technology standards and health information exchanges to 
support pre-market clinical trials and post-market pharmacovigilance. This 
arena is often referred to as healthcare or medical informatics. 

Information technology is absolutely critical to ensure data access, 
management and analytics related to inspections for food, drug and device 
manufacturing sites and for tracking foodborne disease outbreaks. The FDA 
must have the expertise to deploy or manage information technology in all of 
these three contexts in order to successfully support the regulatory science 
that enables the Agency to fulfil its regulatory mission. 
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Our subcommittee found that “an information crisis is putting the FDA mission 
at risk."’ It further reported that “the IT situation at FDA is problematic at best 
— and at worst it is dangerous.’^ 

While the subcommittee would like to acknowledge that it identified recent 
promising trends in IT activity priority setting at the FDA, the rate of progress 
is unacceptably slow. At this pace, there is a dual and compounding risk. 
Specifically, the FDA is struggling with the too-slow modernization of its 
current infrastructure while it is simultaneously challenged to develop the 
capability to manage the risk from rapidly emerging sciences, particularly 
genomics as you have heard from Dr. Fitzgerald; technology and threats such 
as bioterrorism; and globalization leading to a massive increase in imported 
products. Ultimately, the FDA must leverage regulatory and information 
science to support industry innovation while assuring the efficacy and safety 
profiles of products that it regulates. 

Leadership and people 

The subcommittee commends the dedication and commitment of FDA's IT 
professionals. Besieged by increasing complexity, there is a critical need to 
assist them by establishing professional development plans and providing 
access to continuing education. In addition, the Agency should explore 
extramural partnerships to help provide the required IT expertise. 


’ “FDA Science and Mission at Risk" ("Report"), page 46 
“ Report, page 5 
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The subcommittee was surprised to discover that the FDA has had multiple 
chief information officers in recent years. Given the lack of consistent 
leadership in information technology, it is clear that even the basic IT 
infrastructure is presenting significant risk to the FDA’s regulatory mission. 

Information Technology Infrastructure 

The subcommittee report states, the “FDA IT infrastructure is obsolete, 
unstable, and lacks sufficient controls to ensure continuity of operations or to 
provide effective disaster recovery services."^ Specifically, the FDA 
technology infrastructure was burdened with 80 percent of network servers 
beyond the recommended life of the machine. Many people we interviewed 
described an environment of computers and servers distributed around the 
agency unsecured and without adequate recovery practices in the event of a 
natural disaster or other crisis. Many staff reported having had experienced 
loss of data. As a simple example of the consequences of an unstable 
technology infrastructure, the FDA’s participation in the national E.Coli 0157 
outbreak in 2006 was hampered by outages in the FDA e-mail system that 
depends on the outdated FDA technology infrastructure. 

Access to Data and Information (including data sharing networks! 

The regulatory mission of the FDA is dependent on regulatory science; the 
discipline and methodologies used to evaluate the efficacy and safety of the 
regulated products evaluated by the FDA. Regulatory science, and thus the 


^ Report, page 51 
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mission of the FDA, is dependent on timely access to quality data and 
information. 

Our subcommittee found that “the FDA’s current critical information supply 
chains are, at best, inefficient, cost intensive and prone to promote errors in 
regulatory science due to the inability to access, integrate and analyze data. 
Incredibly, critical data resides in large warehouses sequestered in piles and 
piles of paper documents.’’^ 

In addition, the subcommittee found that “reports of product dangers are not 
rapidly compared and analyzed, inspectors’ reports are still hand written and 
slow to work their way through the compliance system, and the system for 
managing imported products cannot communicate with Customs and other 
government systems (and often miss significant product arrivals because the 
system cannot even distinguish, for example, between road salt and table 
salt)."® 

The FDA must invest in the development of both intramural and extramural 
health information exchange infrastructures for data sharing between health 
stakeholders such as payers, providers, pharmacies and patients to support 
all aspects of the critical path for medical therapeutics and devices, food 
safety, and other regulated products. 


“ Report, page 48 
® Report, page 5 
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Emerging Sciences and Threats 

The subcommittee identified emerging sciences and threats as a major risk to 
its regulatory mission. Briefly, these emerging sciences and threats include: 
pan-omics, wireless healthcare, nanotechnology, medical imaging, 
telemedicine platforms, electronic health records - especially as they interface 
with medical devices - bioterrorism and globalization leading to the rapidly 
increasing number of imported products under FDA regulation. 

The subcommittee found that the “FDA lacks the capability to manage the 
complex data and information challenges associated with rapid innovation, 
such as new data types, data models and analytic methods.”® The proposed 
Incubator for Innovation in Regulatory and Information Science, described by 
Dr. Garret Fitzgerald, is an excellent environment to ensure that information 
sciences and information technology professionals at the FDA perceive and 
respond to the regulatory needs of rapidly evolving sciences and threats to 
fulfill its regulatory mission. 

Budget Recommendations 

The subcommittee believes that the information technology budget at the FDA 
must be increased. Based on publicly available information, the overall IT 
budget for the FDA is approximately $200 million — compared to 
approximately $500 million for the GDC, although the FDA regulates $1 trillion 
dollars in consumer products and 80 percent of the nation's food supply and is 


Report, page 50 
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responsible for monitoring hundreds of thousands of manufacturing sites 
distributed globally. 

Increasing the budget would allow the FDA to upgrade and modernize its 
technology, support development of its professional staff, establish the 
information systems it needs to fulfill its mission and stimulate the . 
development of data and information sharing among academic and private 
sector stakeholders to support innovation and regulation. 

In summary, the subcommittee engaged in this endeavor with a strong belief 
that “The FDA, as much as any public or private sector institution in this 
country, touches the lives, health and wellbeing of all Americans and is 
integral to the nation’s economy and its security.”^ Given this, "the nation is at 
risk if FDA science is at risk.”® Without significant investment in information 
technology at the FDA, our subcommittee is firmly convinced that both the 
public’s health and the nation’s economic competiveness are at great risk. 

It is the hope of the subcommittee that action will be taken to ensure the 
robustness of the FDA and thus its ability to fulfil its regulatory mission to 
protect the public’s health and helping to speed innovation in regulated 
industries. 

Thank you, Mr. Chairman, for the opportunity to testify this morning. 

### 


Report, page 1 
Report, page 2 
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Mr. Stupak. Thank you, Doctor, and once again let me extend 
my sincere gratitude to this committee and the fine work you did. 
We are going to go with questions with members. We will go 5 min- 
utes and we will move this along as we can. 

Dr. Cassell, now that the report is accepted, your report is ac- 
cepted, let me ask you, what really comes next? I notice on page 
56 of the report, conclusion states, and I want to read it, “We 
therefore urge the FDA to develop a comprehensive plan that in- 
cludes how and when the agency will respond to these rec- 
ommendations and report that plan to the Science Board. We also 
recommend that this plan be aligned with the 2009 budget process 
in order to align the resources with the proposed response.” Is the 
Science Board still meeting? I mean, you are saying in here “and 
to report that plan to the Science Board.” It sounds like Science 
Board wants to continue to assist the FDA and American people in 
implementing your recommendations but are you still in existence? 
Do you still have some input into this process? 

Ms. Cassell. Thank you for asking the question. You may recall 
that our committee that issued this report was a subcommittee of 
the Science Board. While our subcommittee was considered to have 
issued a final report in terms of those areas that we reviewed, and 
so therefore we were dissolved as a subcommittee. Some of us still 
remain members of the Science Board. The Science Board obviously 
does continue to meet as advisory to the Commissioner. So as far 
as this subcommittee per se, we do not continue to meet or to have 
purpose since we were dissolved. However, we fully anticipate that 
the Science Board will be the body and it would be actively in- 
volved in the plan. You can rest assured, however, that the sub- 
committee will follow with great interest and are committed to help 
you and others do what is necessary to see that the recommenda- 
tions of this report are implemented. 

Mr. Stupak. You said the Science Board expects to be involved. 

Ms. Cassell. Yes. 

Mr. Stupak. In order to be involved, the Science Board, since you 
are all outside of the FDA, you have to be invited by the Commis- 
sioner to work on this plan of implementation, does it not? 

Ms. Cassell. Yes. The Science Board is a permanent sub- 
committee, and Dr. Woteki and myself are members of the Science 
Board. So we will continue to be involved in the assessment of the 
FDA’s plan when in fact there is a plan to address the rec- 
ommendations of the report. I could just hasten to say that the 
subcommittee anticipated that a plan would rapidly be developed 
to address these urgent areas that we have pointed out. 

Mr. Stupak. The subcommittee expects that the plan would be 
rapidly implemented by the Commissioner. Have you discussed it 
with the Commissioner? Has he given you any assurances that the 
recommendations, final recommendations made, will they be imple- 
mented? What is his timeline? Has he indicated that to you? 

Ms. Cassell. No, not at this point in time. 

Mr. Stupak. Mr. Hutt, you mentioned — I want to make sure I 
have this right. The money the FDA should receive, you said it is 
a hollow government syndrome. The FDA basically receives about 
$1.6 billion a year, just over $2 billion when you get PADUFA fees 
for new drug applications. You said over the next 2 years you 
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should double that, so are you saying in 2009 the budget then in- 
cluding the user fees should be $4 billion and then the year after 
that be $8 billion? 

Mr. Hutt. No. What I said was, over the next 2 years the entire 
budget should be doubled and the number of people increased by 
50 percent. That is over a 2-year time so 

Mr. Stupak. So in 2009 we would go from 2 billion to 1 billion 
if you did half of it, then in 2010 you would go the extra 2 billion 
or to 4 billion? 

Mr. Hutt. Yes. 

Mr. Stupak. And use that money in a period of time to increase 
employees by 50 percent? 

Mr. Hutt. That is correct. 

Mr. Stupak. OK. 

Mr. Hutt. That is appropriated funds that I am talking 

Mr. Stupak. Correct. Then you say maintain at 5.8 percent year- 
ly to maintain increases in cost of living and other fees you have? 

Mr. Hutt. Yes, because that is where Congress has failed to keep 
up with the times. FDA’s budget has been basically over many 
years relatively flat. It hasn’t kept up with inflation. 

Mr. Stupak. I agree, and 100 more statutes, as you pointed out, 
in the last 20 years. 

Mr. Hutt. Yes. 

Mr. Stupak. Let me ask you this then. I am a little confused. 
There is some concern expressed that the Science Board over- 
stepped its mandated because it focused on review, not merely on 
scientific concerns at the agency but also the lack of resources that 
Mr. Hutt has pointed out, and in your report it says, I will quote 
again, “Although this subcommittee was asked to review gaps in 
scientific expertise and technology and not to assess available re- 
sources, it rapidly became apparent that the gaps were so inter- 
twined with 2 decades of inadequate funding that it is impossible 
to assess technology without also assessing the resources,” which 
Mr. Hutt did. So what is the rationale for asking you to do your 
work, to point out the scientific shortfalls but not discuss the re- 
sources necessary to improve that scientific resource or base of 
knowledge since every decision, as you said. Dr. Cassell, at the 
FDA should be based on science? 

Mr. Hutt. Well, let me respond to that. At the first meeting of 
the subcommittee, I pointed out that it would be a disconnect to 
talk about pure science and not to talk about resources. That is the 
reason that I undertook to write a separate report on A, resources, 
and B, responsibilities. I will let Dr. Cassell to her views on this 
also. 

Ms. Cassell. Yes. We were in fact discouraged from looking at 
the resource issue but as Mr. Hutt said, it was rapidly apparent 
that it would be almost criminal to identify the gaps without also 
trying to address the resource issue. Therefore, we did give this a 
lot of attention in terms of our review. 

Mr. Stupak. My time is up, but I am sure we are going to come 
back for another round so I will have a chance to ask more ques- 
tions. Just one comment, Mr. Hutt. If we go 5.8, double that 
amount to 5.8 each year, we are the authorizing committee, I am 
sure we are happy to do it but I think the appropriators will have 
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a different view on it, and I would think the Commissioner would 
love you on his Science Board, especially with those numbers and 
the assistance you are willing to put forth. 

Mr. Hutt. Well, I am not a scientist so he will 

Mr. Stupak. But you are a financial man, which they need obvi- 
ously. 

Mr. Shimkus for questions, please. 

Mr. Shimkus. Thank you, Mr. Chairman. 

A couple things. My response on most Federal Government oper- 
ations is, we always over-promise and we always under-deliver. 
That is endemic of government and it is unfortunate and I think 
the report kind of highlights that and it is a challenge that we 
have to face. 

Dr. Woteki, in my opening statement I mentioned the 600 inves- 
tigators that we moved after September 11 and they are now gone. 
Can you talk about that real quick, where they went to, why, what 
happened? 

Dr. Woteki. Well, quite frankly, that is not an area that we 
looked into. We have the statistic on 

Mr. Shimkus. But you were nodding when I mentioned that. 

Dr. Woteki. Yes, because it is, I think, a good indication of the 
resource constraints under which FDA is operating. The fact that 
the bump-up in inspectors, which was badly needed, that they were 
not able to maintain that in subsequent years is a symptom of how 
deeply stressed they are for resources. 

Mr. Shimkus. Briefly, Mr. Hutt? 

Mr. Hutt. Mr. Shimkus, it was a simple matter of appropria- 
tions. The appropriations were not there to sustain that number of 
inspectors and therefore they were lost. 

Mr. Shimkus. Over-promising, under-delivering. Now, I was at 
another meeting obviously but Mr. Hutt called you — is it Cassell or 
Cassell? What is the proper pronunciation? 

Ms. Cassell. It is Cassell. 

Mr. Shimkus. OK. The first question I have for you is, what are 
the top three areas of the FDA where you believe there could be 
bipartisan support for significant funding increases? 

Ms. Cassell. I believe first and foremost, no one could argue 
with the urgent situation of the information technology situation. 
That has to be corrected. Secondly 

Mr. Shimkus. And if I could jump in real quick. When I talked 
to my constituents and they say what can Congress do in an elec- 
tion year and smaller objectives. Information technology is I think 
something that in a bipartisan way there could be movement on. 
Continue, please. 

Ms. Cassell. The second would be the food importation situation 
and associated food safety situation. The other thing would be the 
drug safety and the recommendations that the lOM, the Institute 
of Medicine, recommended that be put in place so that we have a 
safe drug surveillance system. While the PADUFA funding did in- 
crease funds for those recommendations, they certainly fall short of 
what is needed to fully implement them, and we think this is a 
very serious problem. 

Mr. Shimkus. Let me follow up with you on the PADUFA and 
the user fee question. Are there avenues — I mean the appropria- 
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tions is going to be the appropriations battle and I don’t think it 
matters who is in charge. A slice of the pie is going to be always 
difficult. PADUFA has been successful. Are there other ways that 
we can use a system like that in other areas to — I mean, I think 
there is actually more accountability too. When you have the user 
folks paying in, they are going to make sure that there is a better 
response. Is there another way in which we can use that? 

Ms. Cassell. I think that perhaps Dr. Woteki might address 
that. 

Dr. Woteki. Yes. The Center for Food Safety and Applied Nutri- 
tion and CVM have not had a user fee situation. They have relied 
on direct appropriations, and I have to admit that as Undersecre- 
tary for Food Safety in a different administration, I testified on be- 
half of user fees to support our inspection area for meat and poul- 
try. At that time it was not a viable option and at this time it 
arises again with respect to support for the food side and the vet- 
erinary side of FDA. The one thing that we did conclude in our re- 
view of the financial situation with respect to FDA in these two 
centers is the need for new appropriation and that that has to come 
from Congress. 

Mr. Shimkus. ok. It will be interesting to see what my livestock 
folks have to say about some of that. 

Dr. Nordenberg, it kind of goes back to the technology. Are you 
familiar with FDA’s automated import entry system. Predict, and 
did you evaluate this in your review? 

Dr. Nordenberg. I am not familiar with that system. 

Mr. Shimkus. I think we should probably throw that in as far as 
concern from the subcommittee and evaluate that with respect to 
these concerns. 

With that, my chairman is not here so I could gavel it closed but 
I think I would get wrestled. I yield back my time, Mr. Chairman. 

Mr. Stupak. Thank you, Mr. Shimkus. 

Mr. Melancon for questions. 

Mr. Melancon. Thank you, Mr. Chairman. 

I guess I have got one general question for the entire panel. 
There have been numerous reports that have spoken to the demise 
of FDA over the period of years. Being the Cajun I am and with 
the storm effect, and the gentleman just reminded me of a story. 
After the storm, Boudreau was at his house and the water was up 
to the front porch. It was continuing to rain and a levee had broken 
and a neighbor came by in a boat and said, you know, get on board, 
I will take you with me. He said no, I am going to wait for the Lord 
to save me. And then the next boat came by and he was on the 
second floor and the next boat came by, he was on the roof. Finally 
he is on the top of the chimney and a helicopter came by and he 
said thanks but I am waiting on the Lord. He got to heaven’s gate 
and he was upset and he wanted to know why the Lord didn’t do 
anything and the Lord said I sent three boats and a helicopter, 
what else do you need. 

I mean, we have seen these reports. In each of your minds, what 
exactly would you suggest to the Congress, to the Administration 
or to anyone else that we can do or that can be done to put right 
this agency and move it in the direction that we have to move it 



67 


to make it a viable agency to be responsive to the needs of this 
country? 

Ms. Cassell. Very quickly, that was the most appalling thing to 
our committee, I think, that we observed and that is, that what we 
were finding certainly was not new. It had been reported in the 
past as long ago in terms of food safety as we heard in the 1950s 
and in a 1991 report. So the question is why in fact have these rec- 
ommendations not been implemented. One obviously is resources 
and lack of resources to implement them. That is one thing. So 
what can we do? We can make certain that we do get increased ap- 
propriations. But in addition to that, I would say that this com- 
mittee as well as the Science Board can request and should request 
frequent updates in terms of what has been done to implement the 
recommendations or to find out why they are not being imple- 
mented and not to let this report and other reports that you will 
hear about this morning sit on a shelf and we are back here 5 to 
10 years from now basically having the same conversation because 
I think by that time we won’t have an agency to really talk about. 
Mr. Hutt has recommended there be another similar review in 5 
years. Our report strongly recommends that there be external advi- 
sory committees, standing committees that would review processes 
continuously within each of the centers and to review progress in 
terms of implementation and to critique advances, and I think this 
has been one of the major deficits in the past. There hasn’t been 
that external peer review that other agencies do utilize, welcome 
and in fact I think don’t get in a situation that we currently have 
with the FDA, and I think Mr. Hutt also has some 

Mr. Melancon. And I would like to ask to have everybody con- 
tinue that line, but let me ask, do you or anyone have any knowl- 
edge of these reports being done and they are just put on the shelf 
or did the administrators in the past or present take them, go to 
0MB, come to the Congress appropriations or did they just ignore 
the vital signs were bad? 

Ms. Cassell. I am aware of one recent report in 1997 called the 
Horn report that actually specifically looked at science within the 
agency and have been told that in fact it really never saw the light 
of day. I am — I don’t know for certain about previous reports and 
conversations with 0MB but a lot of what the Horn Report rec- 
ommended quite honestly would not have required a lot of addi- 
tional increased resources. 

Mr. Melancon. When in the light of day was suggested that this 
report not show up, whose suggestion was it that it not appear any- 
where? Do you have knowledge of that? 

Ms. Cassell. I don’t know. I don’t know, but I can just tell you 
that was one of the great concerns of our committee. You can imag- 
ine the busy people I talked about. I had to continually assure 
them our report would make a difference, and we did repeatedly 
ask Commissioner von Eschenbach, will this report be taken seri- 
ously, in fact, will you consider the recommendations. This was be- 
fore we had specific recommendations but before investing our- 
selves in the task, we wanted to be certain it wouldn’t end up like 
previous reports. 

Mr. Hutt. Mr. Melancon, the basic problem is that every citizen 
in the United States assumes that our oldest and most important 
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Federal regulatory agency is out there doing its job. No one knows 
that Congress has had a flat budget. No one knows our Field Force 
has been decimated. We assume that there are FDA inspectors all 
across the country, and when they are lost, as they have been, 
there is no major story about it. It is not the kind of story that our 
news media report every day. So it is up to all of us, everyone in 
Congress on a bipartisan effort, everyone in this room, all of us in 
this committee, to get the word out there that this is a serious 
problem and to bring it to the attention of the public so that every- 
one knows what the situation really is. 

Mr. Melancon. Any special specific recommendations or is that 
included — I mean, other than money, and we know that is one as 
the chairman had indicated 

Mr. Hutt. Well, I call on our national press, many of which are 
in this room and are extremely fine people, to focus on the budg- 
etary aspects of FDA and to delve down deeply into, as we did, 
each of the centers to delve down into the functions within each of 
the centers such as Dale said, the Field Force. To me, the heart of 
FDA is the Field Force. They are the people out across the country. 
They aren’t sitting in Washington. They are in every city in the 
country trying to make sure that our food is safe and our drugs 
have the integrity that they should. 

Ms. Cassell. But actually the Office of Regulatory Affairs, which 
would include some of the aspects of the Field Force, has never had 
an external review as far as we know. 

Mr. Stupak. Thank you. 

Mr. Burgess for questions, please. 

Mr. Burgess. Thank you, Mr. Chairman. 

I guess. Dr. Woteki, let me ask you and perhaps Dr. Cassell can 
address this as well. When we had our food safety hearings earlier 
or rather last year, between the USDA and the FDA oversight over 
food products in this country, for foreign countries, USDA has 20 
percent, FDA has 80 percent. Within the USDA, the concept of 
equivalency exists. In another country if they don’t do things ex- 
actly like we do, it still has to be equivalent to our processes, and 
FDA, to my understanding, does not have that same concept of 
equivalency. Is that something that the FDA needs as far as the 
oversight of imported foods? 

Ms. Cassell. Cathy, I think you are in a better position. 

Dr. Woteki. Yes, and I know Peter as well has strong feelings 
about this, but you are absolutely right with respect to the dif- 
ference in the authorizations that FSIS has with respect to FDA 
for imported foods. Under the meat and poultry inspection acts, 
FSIS requires before any country will export meat or poultry prod- 
ucts to the United States that they, one, have an equivalent system 
of inspection from a legal as well as from a functional perspective, 
and secondly, an inspector must actually visit the plants from 
which the meat that will be exported in which they are slaughtered 
and processed. So then in addition, the imports undergo an inspec- 
tion when they actually reach our shores so there is at least two 
levels of inspection that occur for meat and poultry products. 

Mr. Burgess. At the USDA? 

Dr. Woteki. That is at USDA. FDA is quite different. Their au- 
thority starts at the shore, and I understand from reading some 
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interviews with the Commissioner that there are some ideas being 
proposed to strengthen the FDA presence overseas. I don’t know 
the specifics of what the regulatory authority is under which they 
will be doing it but I do think it is appropriate to strengthen FDA’s 
presence overseas. 

Mr. Burgess. So if they need legislative authority to strengthen 
that oversight overseas, that would be something you would be in 
favor of us providing? 

Dr. WoTEKi. Most definitely, yes. 

Mr. Burgess. Let me just ask you this because we heard this 
testimony in one of our hearings earlier this year, and I was just 
astounded. This is just a little bit off topic, but if someone, a com- 
pany that is importing from overseas finds that they have a sup- 
plier with a problem, they are not obligated to report to other sup- 
pliers that they have found a problem so if their competing entities 
are using that same importer, the problem may not be stopped. 
Furthermore, they are under no obligation to disclose that to the 
FDA or to any regulatory agency, and that seems like a very weak 
link in our chain that if we have got someone overseas who is ac- 
tively engaged in the process of importing food over here and they 
find that one of their suppliers has put whatever in — has contami- 
nated a product with whatever, I guess because of competitive rea- 
sons they don’t want to disclose that to other importers but it 
seems like there has got to some way, some reporting mechanism 
so that the agency charged with keeping us safe can know that and 
at the present time I guess there is no mechanism in place for that 
to happen. Is that correct? 

Dr. WoTEKi. Well, Peter can also intercede on that question as 
well. I would just like to point out that the Grocery Manufacturers 
Association has put together a proposal for strengthening food safe- 
ty and does deal specifically with this issue of reporting require- 
ments and I would urge you to consider their proposals with re- 
spect to strengthening FDA’s authority with respect to imported 
foods. 

Mr. Hutt. Mr. Burgess, let me just briefly comment. First, FDA 
has current statutory authority to inspect establishments abroad. 
That is in the statute. There is no limitation about inspecting in 
the United States and in fact FDA inspectors do go abroad and do 
inspect today. The problem is, there aren’t enough of them to really 
do the job. That is the problem. Once again, it’s not statutory au- 
thority. It is resources. And second, I agree completely with Dr. 
Woteki that a voluntary program by the industry to address some 
of these would be an extremely good thing for Congress to review 
because if industry can do it by itself, it will do a much more thor- 
ough job more efficiently and quickly. 

Mr. Burgess. You know, in general I would agree with that 
philosophically but again I was just astounded that that does not 
already occur, and in my mind it raises a question if there should 
not be some obligation, hey, we found this in this stuff that we are 
importing and report that to whatever the regulatory agency is, 
whether it be FDA or USDA. It just seems common sense that our 
agency would require that type of reporting if a serious problem 
with a foodborne illness or contaminant in a food product was iden- 
tified. 
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Mr. Hutt. Well, sir, that is a very complex issue because if you 
are going to set up a system of that kind, there will have to be a 
whole new mechanism, far more resources in FDA in order to im- 
plement it, resources that might better be spent on other things. 
But if industry can do it itself, then the government resources will 
not be needed and can be used frankly for better use. 

Mr. Burgess. Again, I will concede that philosophically I would 
agree with that but it doesn’t seem to be happening and my con- 
cern is that if someone finds a problem, they just keep quiet about 
it and then the poor FDA is left trying to catch up the best they 
can. So to put it in the obligation that under certain circumstances 
this voluntary program that I welcome the Grocery Manufacturers 
Association setting up but under some circumstances they are obli- 
gated to take that data to whatever the regulatory is. 

Mr. Chairman, I know I went over. I will yield back. 

Mr. Stupak. Would you care to answer? 

Mr. Hutt. Well, no, I think we could continue this discussion 
perhaps at a later time. 

Mr. Stupak. Mr. Inslee for questions. 

Mr. Inslee. Thank you. I wanted to ask the panel about this 
medical device scam disaster we have a little bit, and you heard 
me talk about a couple tragedies that have befallen some folks and 
I want to talk about this one situation to just put it in context. 
This article in the Seattle Times, the report I was reading is about 
a fellow who in the 1980s developed a machine he said could cure 
a host of illnesses, allergy and cancer. He called it the EPFX. His 
name was William Nelson. The USDA basically shut him down and 
ordered him to stop selling the machine. He refused. He was in- 
dicted on felony fraud charges, left the country and he is now in 
Budapest, Hungary, and one would like to think that was the end 
of the story, success, mark of achievement by the FDA but we now 
find out that he is in Budapest, Hungary, selling these devices 
worldwide. He sold 10,000 of them in the United States, 10,000 of 
them, and here we have a situation where the FDA has identified 
a known problem, a known machine, a known potential disaster for 
people and there are 10,000 of them that we haven’t succeeded in 
stopping this from happening. Now, to me, that is just extraor- 
dinary to think that such a known problem could exist. It is one 
thing to have a product, an adulterated product we didn’t know 
about. It is another one to have it known and having a wholesale 
failure to solve this problem. Now, that failure could result from I 
think multiple circumstances. One, failure to have enforcement 
agents available in the field, as Mr. Hutt suggested. Two, allowing 
some loopholes and there are other stories of how people have used 
the independent review boards as a loophole to continue to allow 
marketing while supposedly it is in a clinical trial. Third, just a 
lack of IT resources to be able to track this and see where these 
devices were but if any of the panel could help us understand what 
you believe would be the source of that failure, I would like to 
know. Mr. Hutt? 

Mr. Hutt. Mr. Inslee, I am as horrified as you are by that story. 
As a personal matter, during my tenure at FDA I drafted the med- 
ical device amendments of 1976 and that statute had substantial 
legal authority for FDA to stop exactly what you are describing. 
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and I am sure Dr. von Eschenbach is as horrified as both of us. The 
problem is FDA enforcement resources. The agency can’t be cut 
back in terms of its field personnel, which, as I said a few moments 
ago, is the heart of compliance activity in the agency. We can’t cut 
those back and then expect that they will be able to solve the prob- 
lem that you described. So the answer is to strengthen the FDA 
field. That is why I feel it should be doubled in the course of 2 
years, over the next 2 years. Most of those resources would go to 
the Center for Food, Center for Veterinary Medicine and the FDA 
Field Force where they have been cut back over the years so that 
this kind of problem could be dealt with immediately. Obviously it 
wasn’t dealt with. It wasn’t dealt with effectively at all. It should 
have been. But I urge you to look at the cause of why it wasn’t 
dealt with and it is the lack of appropriations from Congress. 

Dr. WoTEKi. I might also add that in the area of dietary supple- 
ments, there are many false claims that are being made as well, 
and it is an area where again because of priorities and resources, 
the agency can’t address. 

Mr. Inslee. Let me ask you if there is another problem here, and 
that is, in reading these horror stories, what I read a lot about, 
there are devices that have been originally approved as biofeedback 
devices or devices involving some seemingly benign-sounding mech- 
anism but then go into a person who uses it who says this is going 
to cure cancer, this will cure chronic fatigue, this can alleviate your 
allergies when you have the individual using the device making 
these representations. Do we have a problem in the lack of con- 
sistent enforcement between the FDA and the locals, because a lot 
of these local people are under local licensing as physical therapists 
or counselors or, you know, whatever. Do we have a problem in 
those two agencies not working hand in glove in that regard? 

Mr. Hutt. Well, the local. State and food — State food and drug 
officials coordinate very, very closely with the Food and Drug Ad- 
ministration. Indeed, there is a specific provision in the Federal 
Food, Drug and Cosmetic Act that allows FDA to commission the 
local. State food and drug inspectors to act on behalf of FDA. So 
once again, there is not a lack of authority, but in order to make 
that work, FDA needs funds to help the State, local people do that 
job and they don’t have sufficient funds to do that. 

Mr. Inslee. By the way, do we have extradition authority on 
this, these kind of cases? Here is a fellow who has been indicted 
on felony charges. Do we not have extradition authority? Do you 
know? 

Mr. Hutt. FDA has no extradition authority but the Department 
of Justice may well. 

Mr. Inslee. Thank you. 

Mr. Stupak. Mr. Walden, do you have questions? It is your turn. 

Mr. Walden. I appreciated the witnesses’ testimony and answers 
to the questions. I have been listening to some of that in the back- 
ground. 

I want to follow up on a couple of points. Let us take for granted 
that there is a need for more money in the agency for a moment 
and let us say, Mr. Hutt, Dr. Cassell, others, that money is all 
shoved over here to FDA. Is that just going to solve the problem? 
Too often government just says here is the check, gee, we are 
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solved. Are there other deficiencies within the agency that need to 
be met? I have been in small business 21 years. You know, some- 
times it is cultural, sometimes it is the people. Dr. Cassell, address 
that. 

Ms. Cassell. Yes. Our committee felt very strongly that just 
adding the additional resources would not solve all the problems. 
However, without them, you actually could not expect to bring 
about correction of the major deficiencies. One is structural, and 
that is, you heard Dr. FitzGerald say there needs to be a strong 
chief scientific officer. During our review, there was a deputy com- 
missioner appointed but that person’s title is deputy commissioner 
and chief medical officer. We would argue that it would be almost 
impossible, we think, to have a person that would be the chief med- 
ical officer of the agency and in addition be the chief scientific offi- 
cer. Then we also made the recommendation that within each cen- 
ter there needs to be a strong scientific leader, that these individ- 
uals should be responsible for helping to develop in fact the science 
infrastructure, strategic plan for the different centers and a very 
strong vision communicated in terms of what is the science base of 
the FDA, how important is it within the FDA, and also then to be 
able to communicate and articulate that vision so that in fact you 
would be able to muster the appropriate resources. So that would 
be one of our strongest recommendations. The other, I might has- 
ten to add, has to do with the recruitment and retention of the sci- 
entific personnel. FDA has twice the turnover 

Mr. Walden. I saw that in your testimony. 

Ms. Cassell. Twice the turnover rate than other agencies, and 
not only that, but two of the center directors, the two largest ones, 
in fact, left their positions during the review. 

Mr. Walden. Thank you. 

Dr. Woteki, I had the opportunity to tour the Banfield Pet Hos- 
pital facility in Oregon, and I know Mars owns Banfield. 

Dr. Woteki. Yes. 

Mr. Walden. I was very impressed with the IT system that you 
all used to care for animals and track their healthcare. Then I read 
this report about FDA’s typewriter IT system, if you will. I mean, 
we are going back several generations. Can you compare and con- 
trast how you all operate an IT system and is that — I mean, I 
would like to see that for human healthcare, by the way. It is great 
for animals. 

Dr. Woteki. Exactly. 

Mr. Walden. Can you talk to us about that and your rec- 
ommendations and that side of this equation? 

Dr. Woteki. In essence 

Mr. Walden. That seems to be the other important part. 

Dr. Woteki. In essence, the Banfield system that you are refer- 
ring to is the computerized hospital record but for your pet. Each 
physician, or each veterinarian who practices in the Banfield sys- 
tem as he or she is examining a cat or a dog is entering all of his 
observations or her observations into this computerized system. So 
it does enable Banfield to be able to do epidemiological types of 
studies as well as surveillance on the pet population. So it is a very 
valuable resource and one in which hospitals for people have also 
for many years had an interest in creating a similar type of system. 
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From the FDA’s perspective, as you heard, there are many aspects 
of the IT system that need to be addressed, and when you start de 
novo with a company like Banfield did in building their system, it 
is easier to do than to step into an agency that has been for over 
its whole history of introduction of computer systems building sepa- 
rate systems 

Mr. Walden. Right, that don’t talk to each other. 

Dr. WoTEKi [continuing]. To address each individual center and 
even programs within the center. 

Mr. Walden. And one of the things we found in other oversight 
hearings is that some of the reports of drug interaction, problems 
that people have had, seem to go off into a wasteland and never 
get integrated in, and that is what struck me about the similarity 
with what you all do at Banfield is that integration. It seems to be 
lacking not only at FDA but in other agencies. Would it be better 
just to start over with a new system? 

Dr. WoTEKi. Well, Dr. Nordenberg would be more competent to 
answer that question. 

Mr. Walden. Thank you. 

Dr. Nordenberg? 

Dr. Nordenberg. This question comes up frequently, and the 
language around it is telling. People often speak about a system 
but in fact there is no single system. I reflect back on the Internet. 
Is the Internet a system? It is more of a system of systems that 
nobody owns. What the country needs and what the FDA needs to 
catalyze the development of is a system of systems that will share 
the type of data you are talking about for purposes of clinical trials 
and for purposes of post-market pharmacovigilance to look for ad- 
verse events. It does that by investing in extramural activities to 
stimulate both academia and private industry, the hospitals, the 
payers, whoever might be a stakeholder in the type of data that we 
need to collect so that at any moment they could look at that data 
and say oh, this product is out there and this is what is happening 
to our people. Now, one of the peripheral components is exactly 
what you are talking about. That component would be the elec- 
tronic health record in the case of human beings but in the case 
of animals, it will be the animal health record, if you will. 

Mr. Walden. Thank you. I know my time is expired, Mr. Chair- 
man. Thanks for your indulgence. 

Mr. Stupak. Thank you. We are going to go another round here. 
This is a great panel and I have a number of questions. 

Dr. Nordenberg, there is a lot of questions on IT. Let me ask you 
this question. I think we have had four or five IT officers in the 
last few years at the FDA so everyone brings a different system 
with them and none of them working together. So doesn’t it make 
more sense to have the FDA’s IT budget and that of the CDC and 
NIH targeted at the department level and the FDA, the CDC and 
the NIH become clients of HHS and you can then predict concepts 
at the front end of all agencies. Then if there is a consolidation of 
food agencies under HHS, which is being proposed by Congress- 
woman DeLauro, and a separate drug and device agency, you do 
not have to duplicate the IT systems for managing important pro- 
grams for foods, drugs or devices. Does that make sense? 
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Dr. Nordenberg. The requirement at hand is very complex. The 
ability to collect data from all the different points of contact, if you 
will, is something that no agency or department can control. In 
fact, if you look at the Nation, 85 percent of our infrastructure is 
privately owned. We talked about preparing this response. Eighty- 
five percent of the infrastructure is privately owned. So the ques- 
tion really is, how does government stimulate the development of 
these capabilities at the point of care, for example, in terms of elec- 
tronic health record and how does it influence development of the 
interoperability or the ability to exchange or integrate data, and in 
fact HHS is leading an effort out of the Office of the National Coor- 
dinator for Health Information Technology. If you go back 5, 10, 15 
years ago, we didn’t have the technology required to do what we 
are talking about so some of this is organic and inherent within 
limitations of the FDA, the changes in leadership, the lack of re- 
sources. Those type of things, if we can fix those we can rapidly fix 
the intramural, the intra-agency challenges. But if you want to af- 
fect the extramural, these data-sharing networks, these require in- 
vestment again in academia and in the points of care, if you will, 
so they can evolve their capability. For example, we not only would 
deal with HHS as a department but Homeland Security would be 
important here in terms of we have to deal with Customs so then 
you bring it above those two departments so really the overall 
standards are set at a department level but the various agencies 
interact with their stakeholders and then hopefully there’s inter- 
operability. 

Mr. Stupak. Well, that is what I was suggesting. If we had a de- 
partment and each agency could plug in, I just think you 
would 

Dr. Nordenberg. Within each agency there is that — there is 
where the comment about the chief information officer is so critical. 
For example, HHS has a chief enterprise architect 

Mr. Stupak. Correct. 

Dr. Nordenberg [continuing]. That interfaces with each of 
the 

Mr. Stupak. Agencies. 

Dr. Nordenberg [continuing]. Agencies with their chief enter- 
prise architect and there is that attempt to standardize. But this 
going to be — this is a large, complex project moving forward. 

Mr. Stupak. Dr. Cassell, on December 1 last year, the New York 
Times ran a piece on the Science Board report entitled “Advisors 
Say FDA Flaws Put Lives at Risk.” Your report on page 6 also 
notes that lives are at risk. How are lives at risk? Give us an ex- 
ample that we could identify with, clearly identify with. 

Ms. Cassell. I think that you and all of us have unfortunately 
read about these in the news over the last year and a half, many 
of them related to foodborne illnesses. Many in fact have been asso- 
ciated with situations where we should have been able to perhaps 
better predict the risk as well as the benefits of new therapies, and 
I would say that if in fact you look in almost in every area in terms 
of the deficiencies that we have pointed out, we say lives are at 
risk because you don’t have the appropriate checks and balances in 
place. One of the things that was pointed out in the self-assess- 
ment by FDA was indeed the fact that vaccine adverse events re- 
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ports today are still being reviewed manually. We also made the 
observation, as have others, that there has been a tremendous in- 
crease in adverse drug events that as Mr. Hutt found when he was 
putting together his white paper, in fact while you have this tre- 
mendous increase in adverse-event reporting you did not increase 
the number of the staff within FDA that were reviewing those ad- 
verse events so that in fact the time being spent on each adverse- 
event report to try to better understand what was going on were 
far fewer. I think Peter actually tried to calculate the exact number 
of minutes that could be spent on ones today versus several years 
ago. Collectively then, I think you can’t reach another conclusion 
other than the fact that American lives are at risk in terms of al- 
most every area where FDA oversees products. Now, mind you, this 
is not to frighten people to the extent today that you stop eating 
or stop taking your medications but rather to say in fact it is ur- 
gent the deficiencies that have been noted and they have to be cor- 
rected, to no longer delay them waiting on yet additional reviews 
of yet additional committees. I think the point is that they are — 
we are at the breaking point, if you will. 

Mr. Stupak. Well, 6 years ago I wrote legislation saying put an 
800 number for adverse effects, not to scare anyone, just so that 
it can be reported. That doesn’t do us any good if — again, FDA still 
hasn’t put out the 800 number. We are still waiting 6 years later. 
But even if they did, there is no one to receive it or to review the 
documentation for doing it by hand. 

Let me ask each of you, and if you can do it quickly because my 
time is up, in 60 days if we were to come back and have Commis- 
sioner von Eschenbach come back before this committee, instead of 
being on the third panel I will put him on the first panel if he tells 
me how he is going to implement your recommendations. What is 
the one recommendation you would say do in the next 60 days that 
would make a significant change at the FDA and how they are 
doing? If they had 60 days, what would it be? Dr. Cassell, I will 
start with you and go right down the line. 

Ms. Cassell. I would certainly like to hear from my other col- 
leagues. I would put IT at the first of the list, what would be done 
to actually address the recommendations that have been pointed 
out by the subcommittee. Right underneath that I think you have 
to address this issue of recruitment and retainment of the scientific 
personnel that are needed. 

Mr. Stupak. OK, IT, recruitment of scientists, get back the 
science base. 

Ms. Cassell. And then the importation issue. 

Mr. Stupak. And importation. 

Mr. Hutt? 

Mr. Hutt. I approach it somewhat differently. FDA can do rel- 
atively little to implement our report, in fact, almost nothing, with- 
out additional funding. It is up to Congress. It is not up to FDA 
to help solve this problem. FDA is ready to change, I am certain 
of that. But if you say it is the old issue that one of the members 
of the subcommittee, of your subcommittee said, telling people to 
do more with less is impossible. I believe Mr. Dingell made that 
point. They are going to do less with less, and that is what they 
have been doing for the last 20 years. So asking them now to im- 
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plement a report of our nature on the basis of what they have 
today is asking the impossible. 

Mr. Stupak. Correct, but if they don’t submit a plan to Congress 
and ask for it, the appropriators are going to look at them and say 
you are not serious about it and 

Mr. Hutt. That is correct. 

Mr. Stupak. If you go back and look at the budget 

Mr. Hutt. I agree 

Mr. Stupak [continuing]. There have been no increase requests. 

Mr. Hutt. The one thing they could do is lay out a blueprint and 
they could lay out, if they are permitted, and they may not be per- 
mitted, to put money against everything that they want to do. 

Mr. Stupak. The blueprint has to be with dollars just like you. 
You were told to look at this report but you are not allowed to look 
at the resources necessary. You can’t have one without the other. 

Mr. Hutt. But Mr. Stupak, this is the real world. The Commis- 
sioner can’t go against the President’s budget. The Commissioner 
can’t come in here and say the President has set this budget, he 
is wrong, I want a higher budget. That is unrealistic. That is not 
going to happen. 

Mr. Stupak. And if he is bound by the President, then how do 
we break that impasse? 

Mr. Hutt. I can’t solve that problem. 

Mr. Stupak. We are working on it. 

Dr. Woteki? 

Dr. Woteki. Well, my one recommendation was going to be that 
you request a forward-looking plan that would say if you are going 
to be appropriated this number of dollars, how would you use it, 
and then use that to provide the appropriate oversight. 

Mr. Stupak. Dr. FitzGerald? 

Dr. FitzGerald. Yes. I believe that a plan denominated with dol- 
lars is what is requested, and I think within our report we have 
had the temerity to suggest ways in which the problem can be 
fixed. 

Mr. Stupak. Mr. Nordenberg? 

Dr. Nordenberg. I would also say that the plan is critical. I 
would also say that needs to be prioritized so that aspects of the 
technology of the infrastructure that are currently unstable and at 
risk should be identified and remediated as soon as possible. I look 
at the PADUFA language here for the IT plan. They talk about a 
12 - to 24-month period of focusing on completing plans. Twelve to 
24 months is way too long. There needs to be an immediate assess- 
ment of things that are unsecured and unstable and have those re- 
mediated. 

Mr. Stupak. Thank you. My time is up. 

Mr. Burgess? 

Mr. Burgess. Thank you, Mr. Chairman. I feel obligated to say 
these hearings that we have where we have the head of a Federal 
agency in, we require that person to spend the whole day with us. 
I think that structurally is unfair and I just want to register my 
displeasure with how these hearings are structured. This is an in- 
dividual who as we heard from testimony today, he is got an enor- 
mous job on his hands and we are tying up a full day, and this is 
the second time we have done that, and I for one want to register 
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my displeasure. I don’t want to see us repeat this trajectory again 
in the future. If we have to call the head of a Federal agency in, 
let us afford him the due courtesy that we would the head of any 
Federal agency, allow him to give his testimony first and then get 
on with the business of running his agency. 

Mr. Stupak. I will give you my word that in 60 days if we have 
another hearing and have Commissioner von Eschenbach come 
back to implement the plan that we are hearing about today, I 
think it is important 

Mr. Burgess. Reclaiming my time 

Mr. Stupak [continuing]. That if he does it — I will extend your 
time — then I may put him on the first panel, and then he can tell 
us how he is implementing it. How about that? 

Mr. Burgess. It should be unequivocal that he is on the first 
panel every single time he testifies before this committee or any 
other, the same that would be afforded to any Administration, 
whether Republican or Democrat, regardless of who is in charge in 
the House of Representatives. This is a foolish way that we are 
going about this, and personally I just take great umbrage to it and 
I think it reflects poorly on the subcommittee, and that is some- 
thing that I think is a serious problem. We have an approval rating 
of 10 percent right now, for crying out loud. How are we ever going 
to do — we have no political capital left. How are we ever going to 
do the things that have correctly pointed out to us when we con- 
tinue to behave in this manner? 

Dr. Nordenberg 

Mr. Stupak. The way to do it is to have oversight of FDA, and 
again, 60 days to have Commissioner von Eschenbach back and see 
if he is implementing his plan 

Mr. Burgess. Reclaiming my time. No problem with over- 
sight — 

Mr. Stupak [continuing]. And we will have him 

Mr. Burgess [continuing]. But for heaven’s sakes 

Mr. Stupak [continuing]. On the number 1 panel. 

Mr. Burgess [continuing]. Let us do it correctly. 

Mr. Stupak. We are. 

Mr. Burgess. There is no precedent for doing things this way. 

Dr. Nordenberg, let me ask you a question about the information 
technology because that comes up all the time. How did we — did 
we just Wy the wrong equipment originally or did we buy the right 
equipment and now it has degraded over time because we haven’t 
invested the proper amount in maintenance or software upgrades? 
Where is the difficulty? I mean, it seems to me — let me just tell you 
my problem. We hear from people on both sides of the dais in this 
committee and in fact in the full Congress that the way to solve 
our problems with healthcare in this country is that every doctor 
needs to come up in the 21st century with health information tech- 
nology. So we propose vast unfunded mandates on our medical per- 
sonnel across the country and we can’t even do it right in a Federal 
agency. I mean, they are going to come back to me and say look, 
this hearing you just had and you couldn’t even do it right within 
probably the most premiere Federal agency in the United States 
government. How are we to go to our physician colleagues with a 
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straight face and say you need to upgrade your computer tech- 
nology? How did it get like this within the FDA? 

Dr. Nordenberg. So as I mentioned, if you look back 5, 10, 15, 
20 years, everybody I think is very much aware of how rapidly 
technology has evolved. You take a large organization or enter- 
prise, they start to buy technology, they start to implement it. The 
ability for them to keep pace with changes in technology is very dif- 
ficult. So when we 

Mr. Burgess. Let me stop you there for just a minute. Is that 
because they are a bureaucratic Federal agency or because it is just 
difficult to keep up with technology? 

Dr. Nordenberg. It is difficult to keep up with technology. How- 
ever, for the reasons you mentioned, this agency, which is one of 
our premiere agencies in this country, which is so critical for pro- 
tecting the people in this country as well as for helping industry 
innovate and bring that innovation to market, it is critical that this 
enterprise as much as any stays abreast and so when we look at 
our recommendations, it is possible to go out and make an invest- 
ment, and our report actually states that we believe that there are 
good people on the ground and with the appropriate investment 
they can modernize their basic infrastructure. There is no reason 
why that cannot happen and can’t happen expeditiously. On the 
other hand, the extramural challenges of building these complex, 
multi-partner data-sharing networks is not a quick fix. On the 
other hand, it is absolutely critical because those networks will be 
the networks that enable the FDA to exploit regulatory science and 
to evaluate the safety profiles and efficacy profiles of the products 
that it regulates. 

Mr. Burgess. Yes, and that is — pardon me for interrupting be- 
cause my time is going to run out but that is exactly what concerns 
me. We sat here last June in a very self-congratulatory time talked 
about what a good job we were doing as far as database manage- 
ment and providing the FDA with the tools it needed for database 
management so that, as you point out, the pharmacosurveillance 
and post-marketing studies can go forward, and now you are telling 
us it doesn’t even exist? 

Dr. Nordenberg. So essentially what I would say is the way I 
look at this problem, you have to look at it as a supply chain prob- 
lem. People — for example, the FDA is actually regulating projects 
that are built by complex supply chains. It doesn’t matter if it is 
a device, a therapeutic or food. On the other hand, the information 
it needs to regulate these products has to come from a supply 
chain. If you were to — and I did this exercise in my former role at 
the CDC. We asked individuals, do you know what information you 
need to have to perform a specific task. Even that elemental ques- 
tion is difficult for people to answer. So we are really in a different 
phase, if you will, a stage of industrialization and so we need to 
help the FDA and other agencies and the private sector to move 
and leverage technology more efficiently. Start with the question, 
what is our information supply chain, what do we need to know, 
where does the data come from, how do we stimulate the develop- 
ment in entities we don’t own to develop that capability. Hos- 
pitals — a small hospital that doesn’t have that much money, how 
do you stimulate them to buy an electronic health record and then 
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integrate these electronic health records? It is being worked on hut 
it is very complex. 

Mr. Burgess. Let me ask you this, because you alluded just a 
moment ago to the 12 - to 24-month time frame was woefully inad- 
equate. Now, Mr. Stupak is saying that we need to hear back from 
this panel within 60 days. Are you going to be able to report to us 
favorably within 60 days developing this type of advanced network 
that we are going to have within our information technology struc- 
ture? 

Dr. Nordenberg. Two things. I think it falls on the FDA to come 
back to us, thankfully, and secondly, the way I divided up this 
problem is twofold. One is intramural, so I believe that the FDA 
can assess its intramural technology deficiencies and that can be 
remediated expeditiously. 

Mr. Burgess. Let me just stop you there for a second. Have we 
not already done that with this panel, with this subcommittee, with 
this board? Was that not your job to identify those 

Dr. Nordenberg. Our job was not to get down to the nitty-gritty 
level, for example, of identifying how many boxes need to be re- 
placed and what software applications specifically might need to be 
replaced. Our job was, the way I understand it, is to evaluate what 
capability does the FDA have. So for example, if there is a system 
that exists to look at imports but you interview and you speak with 
people across the agency and senior levels of multiple centers and 
you say are you getting the data and information you need with re- 
gards to the imports, the importation of products that the FDA reg- 
ulates, and they answer universally no, the best system in the 
world is moot. The information supply chain does not exist or it is 
broken. So 

Mr. Burgess. That is your current assessment at the FDA now? 

Dr. Nordenberg. Our assessment, the subcommittee found that 
the information supply chains at the FDA are insufficient. The way 
it mentions the pre-market clinical trials, the post-market 
pharmacovigilance, the way data is flowing around imports, and 
this is not just a technology problem. This is a process problem. 
This is an information supply chain problem. When you look at the 
task at hand, they have to monitor what is going on at hundreds 
of thousands of sites be it manufacturing, warehousing, transpor- 
tation. 

Mr. Burgess. No quarrel that it is a big job but again a few mo- 
ments ago you said a 12- to 24-month time frame was unrealistic, 
way too much time to devote to that. What is the current amount 
of time? When should this subcommittee be able to come back to 
the FDA and have some assurance that at least we are on the right 
track as far as developing the right kind of information supply 
chain that you keep alluding to? 

Dr. Nordenberg. So let me try to answer that one more time. 
So if we look at what is inside the FDA and the environment that 
it controls, that could be remediated in months. Go assess what is 
deficient, buy the products, hire the people, whatever you need to 
do or dispatch your own people and remediate that. That is not 
solving the second issue that you are addressing, the large, com- 
plex, multi-stakeholder networks. That is not a couple of months 
fix. In fact, the country already is working on this at multiple lev- 
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els of the government. This gets back to the chairman’s comment 
around, you know, what level should this be controlled. So HHS is 
already working from a healthcare perspective. It doesn’t address — 
well, it probably doesn’t address the animals as well. So from an 
overall healthcare perspective, as a chief enterprise architect, it has 
an office of health information technology but the FDA has spe- 
cific — a specific mandate around assuring product safety and prod- 
uct efficacy for the products it regulates, and that longer-term chal- 
lenge is much more complex that than shorter-term challenge that 
I mentioned, so you have to look at those two things entirely sepa- 
rately. 

Mr. Burgess. So can you give us estimates on what a reasonable 
time period is for the short-term challenge and the long-term chal- 
lenge, what should 

Mr. Stupak. I would ask you to answer that and that will have 
to be it. It has been 10 minutes now, Mike. 

Dr. Nordenberg. So the short-term challenge of assessing the 
intramural technology deficiencies and having a plan to mitigate 
that, that should easily be able to be done within 60 days. 

Mr. Burgess. And the longer-term challenge? 

Dr. Nordenberg. The longer-term challenge is — that will be — to 
develop a plan for that is closer probably to a 6-month effort. It is 
going to have to be a staged capability assessment. So what do they 
want to be able to do in 6 months, 12 months, 18 months, 24 
months is much more complex. In fact, I believe it would require — 
and I believe the subcommittee has stated as such that it requires 
extramural collaborations both in terms of academia and the pri- 
vate sector to address that latter problem. Advisory groups have to 
be stood up, collaborations have to be established. It is not some- 
thing the FDA can do alone. 

Mr. Hutt. And there are no funds to do it. 

Mr. Burgess. We are going to get you the funds. Chairman Stu- 
pak has promised that. Are we going to become an appropriating 
committee, because that would just be a lot easier. 

Mr. Stupak. If you want to go the appropriations committee, that 
is fine with me. 

I would go next to Mr. Melancon for questions, please. 

Mr. Melancon. Yes. My colleague was talking about I guess eti- 
quette. After a number of hearings and a number of reports and 
allowing for the administrator to be the first person up, we still 
haven’t gotten any answers, and here we are in 2008 and there is 
an article in the New York Times that the current agency would 
need at least 27 years to inspect every foreign medical device plant, 
13 years to check every foreign drug plant, 1,900 years to examine 
every foreign food plant. You know, that is kind of disappointing 
to hear. And in reviewing generally the presentation that was 
going to be given by the administrator, I find it vague. So having 
this group up here to tell us what we need to be looking at, to un- 
derstand what the problems are internally, whether it is political, 
financial or otherwise, I think it is about time that it got here be- 
cause maybe now we can ask the question and hopefully the ad- 
ministrator can give us good, straight answers on those questions 
so that we can help him fix the problems within this agency. You 
know, it takes money, and when we are $9 trillion in projected defi- 
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cits, it is hard to fix much of anything. But at the same time, if 
we can’t protect America, what are we here for? 

I don’t know that I have a whole lot of questions because what 
we are talking about, I think, and tell me if I am off base, we are 
going to have one-time items that are going to be pretty sizable 
across the board from the bottom up to get this thing back rolling 
and then we are going to have some numbers that are going to 
have to be projected out over the next couple of years so that we 
can rebuild the force, rebuild the technology and put all the infra- 
structure back in place to make this agency a viable agency. Is 
there any place in there, can you see any place where we can co- 
operate with USDA, with maybe NOAA or maybe anybody that is 
out there that has inspection capabilities to help us through this 
process or are we faced with agencies that will not cooperate with 
each other? Is that a problem anywhere? 

Dr. WOTEKI. Well, I can respond from the food and veterinary 
medicine side, and yes, there are opportunities to leverage what 
FDA has, particularly with respect to inspection capabilities and 
FSIS and also with respect to outreach to the academic community 
that Dr. FitzGerald spoke about. Trying to get the NIH, for exam- 
ple, or the Agricultural Research Service as another example or the 
Cooperative State Research Education and Extension Service to 
focus on the regulatory science needs of the Eood and Drug Admin- 
istration would go a long way towards helping CESAN and CVM 
to have the science base that they need to do their jobs. So how 
to get that leverage for FDA with the research agencies to address 
their problems and so that those research agencies in turn in the 
grants that they provide to the academic community will be shap- 
ing those grants so that they are focusing again on the regulatory 
science needs is the kind of leveraging that FDA needs. We do 
make a recommendation in the report that is in the section towards 
the back where the individual agency reports are that providing 
funds to FDA that they could actually then use to leverage with 
the research funding agencies, partnering in essence to fund this 
regulatory science agenda would go a long ways towards helping to 
rebuild that science base that they need. 

Ms. Cassell. I would also just point out that NASA many years 
ago began to develop methodologies to detect microbial contamina- 
tion in the air-handling system and the water systems of the space 
shuttle. Then the Department of Defense and Homeland Security 
have capitalized on these and have invested millions and billions 
of dollars over the last few years in particular on improved systems 
for microbial sampling of food and water and in addition have in- 
vested heavily in information technology in terms of data mining 
and other capabilities as it relates to handling of large amounts of 
data, and it would seem that there would be ways that one could 
capitalize on that investment that has already been made and to 
leverage that. But as Dr. Woteki has said, I think with the agency, 
i.e., FDA having resources to bring to the table to help allow that 
leveraging and also the personnel internally to bring that 
leveraging back into the agency would be extremely important, and 
we do make these recommendations in the report, but you are ab- 
solutely right about leveraging. We have to do this. 

Mr. Melancon. I yield back my time. 
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Mr. Stupak. Thank you. 

Well, let me thank this panel once again. We could go on for a 
long time but we do have two more panels. I want to thank this 
Subcommittee of the Science Review Board and all the experts on 
the Science Review Board. For the last year you have given up 
many, many hours of your time and your expertise and you put in 
thousands of hours because you truly care about the FDA and im- 
proving and reforming the FDA as you indicated, and I think every 
member up here too, we have deep respect for the FDA but it is 
an issue that we feel needs attention, whether it is resources, 
whether it is — but your input is greatly appreciated and I hope the 
Commissioner would take your comments to heart and work with 
you and not just dismiss this panel and the expertise you bring to 
this issue because it truly for the benefit of the American people. 
Thank you, each and every one on this panel. You are excused. 
Thank you. 

I would like to call our second panel of witnesses to come for- 
ward. On our second panel, we have Dr. Marcia Crosse, director of 
the public health and military healthcare issues at the U.S. Gov- 
ernment Accountability Office, Miss Lisa Shames, director of food 
and agriculture issues at the U.S. Government Accountability Of- 
fice, and Dr. Donna Porter, specialist in life science. Science Policy 
Research Division at the Congressional Research Service. 

It is the policy of this subcommittee to take all testimony under 
oath. Please be advised that witnesses have the right under the 
rules of the House to be advised by counsel during their testimony. 
Do any of you wish to be represented by counsel? Everyone indi- 
cating — our witnesses indicate they do not. So I am going to ask 
you to please rise and raise your right hand to take the oath. 

[Witnesses sworn.] 

Mr. Stupak. Let the record reflect the witnesses replied in the 
affirmative. You are now under oath. We will begin with a 5- 
minute opening statement. As I indicated in the last panel, if you 
have attachments, they will be submitted for the record with your 
full testimony, so if you want to summarize it, you have 5 minutes 
each. 

Dr. Crosse, we will begin with you, please. Thank you. 

STATEMENT OF MARCIA G. CROSSE, PH.D., DIRECTOR, 
HEALTH CARE, U.S. GOVERNMENT ACCOUNTABILITY OFFICE 

Ms. Crosse. Thank you, Mr. Chairman, members of the sub- 
committee. I am pleased to be here today as you examine FDA’s 
capacity to carry out its mission. 

I testified before this committee in November on FDA’s program 
to inspect foreign manufacturers of pharmaceuticals for the U.S. 
market. At that time I discussed how FDA’s programs were not 
keeping up with the globalization of drug manufacturing. I testified 
about FDA’s infrequent inspections, weaknesses in its data systems 
and challenges unique to foreign inspections. You asked that we 
conduct a similar examination of FDA’s medical device inspection 
program and our findings mirror the weaknesses that we found for 
drugs. GAO has also examined concerns regarding the safety of the 
food supply, on which my colleague will testify. 
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FDA is required by statute to inspect every 2 years all domestic 
establishments manufacturing medical devices classified as being 
of high risk, such as pacemakers and defibrillators, or medium 
risk, such as syringes and hearing aids. There is no comparable 
time requirement for inspecting foreign establishments but FDA is 
responsible for ensuring that they meet the same standards re- 
quired of domestic establishments. Inspections of products at the 
border cannot substitute for onsite inspections to determine if prod- 
ucts are manufactured under proper conditions. 

We found that for medical devices, just as for drugs, FDA has not 
met the statutory requirement for domestic inspections. FDA in- 
spects domestic establishments about every 3 years for high-risk 
devices or 5 years for medium-risk devices. Foreign medical device 
establishments are inspected less frequently, about every 6 years 
for high-risk devices or 27 years for medium-risk devices. As with 
drugs, China is the foreign country with the largest number of es- 
tablishments registered to manufacture medical devices for the 
U.S. market and it is in China that the mismatch between the 
number of establishments and the number of inspections is the 
largest. Almost 700 Chinese device establishments are registered, 
and in the 6-year period that we examined, a total of 64 inspections 
were performed. 

FDA faces particular challenges in managing its foreign inspec- 
tion program. Two FDA databases contain inaccuracies that create 
very different estimates of the number of foreign medical device es- 
tablishments subject to inspection. As we have heard today, these 
systems cannot exchange information, and any comparisons are 
done manually. In addition, inspections of foreign device establish- 
ments pose the same challenges to FDA in human resources and 
logistics as we found for drug inspections. FDA depends upon vol- 
unteer inspectors, has no independent translators, and has dif- 
ficulty altering the travel itinerary if problems are uncovered that 
might warrant further review. 

Over the years there has been interest in using third parties to 
supplement FDA’s inspection resources. The Medical Device User 
Fee and Modernization Act of 2002 required FDA to accredit third 
parties to inspect certain establishments and FDA has imple- 
mented two such voluntary programs. These programs allow for a 
single inspection that can meet the requirements of FDA and of 
other countries, which serves as an incentive by allowing a com- 
pany that markets its devices in many countries to reduce the 
number of inspections. Disincentives to using third-party inspectors 
include bearing the cost for the inspection and exposing the com- 
pany to possible regulatory action. This last point is of particular 
note because hiring a third-party inspector ensures that an inspec- 
tion will take place whereas it could be many years before FDA ar- 
rives for an inspection. We found that few inspections have been 
conducted through FDA’s programs. In the 4 years since FDA first 
cleared an accredited organization to conduct independent medical 
device inspections, a total of seven inspections have been con- 
ducted. 

In conclusion, our findings are consistent with the Science 
Board’s findings regarding FDA’s ability to fulfill its regulatory re- 
sponsibilities. Our findings also support the Science Board’s conclu- 
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sions that the agency’s work is jeopardized by information tech- 
nology and human resource challenges. In addition, the small num- 
ber of inspections completed by accredited third parties has not as- 
sisted FDA in meeting its regulatory responsibilities. This raises 
questions about the ability of such third-party programs to quickly 
help FDA fulfill other responsibilities. 

Mr. Chairman, this concludes my prepared remarks. I would be 
happy to answer any questions you or other members of the sub- 
committee may have. 

[The prepared statement of Dr. Crosse follows:] 
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FDA has not met the statutory requirement to inspect certain domestic 
establishments manufacturing medical devices every 2 years, and the agency 
faces challenges inspecting foreign establishments. FDA primarily inspected 
establishments located in tiie United States. The agency has not met the 
biennial inspection requirement for domestic establishments manufacturing 
medical devices that FDA has classifled as high risk, such as pacemakers, or 
medium risk, such as hearing aids. FDA officials estimated that the agency has 
inspected these establishments every 3 years (for high risk devices) or 5 years 
(for medium risk devices). There is no comparable requirement to inspect 
foreign establishments, and agency officials estimate liiat these 
establishments have been inspected every 6 years (for high risk devices) or 27 
years (for medium risk devices). FDA faces challenges in managing its 
inspections of foreign medical device establishments. Two databases that 
provide FDA with information about foreign medical device establishments 
and the products they manufacture for the U.S. market contain inaccuracies 
that create disparate estimates of establishments subject to FDA inspection. 
Although comparing information from these two databases could help FDA 
determine the number of foreign establishments marketing medical devices in 
the United States, these databases caiuiot exchange information and any 
comparisons must be done manually. Finally, inspections of foreign medical 
device manufacturing establishments pose unique challenges to FDA in 
human resources and logistics. 

Few inspections of medical device manufacturing establishments have been 
conducted through FDA’s two accredited third-party inspection programs — 
the Accredited Persons Inspection Program and the Pilot Multi-purpose Audit 
Program (PMAP). From March li, 2004 — the date when FDA first cleared an 
accredited organization to conduct independent inspections — through 
January 11, 2008, five inspections have been conducted by accredited 
organizations through FDA’s Accredited Persons Inspection Program. An 
incentive to participation in the program is the opportunity to reduce the 
number of inspections conducted to meet FDA and other countries’ 
requirements. Disincentives include bearing the cost for the inspection, 
particularly when the consequences of an inspection that otherwise might not 
occur in the near future could involve regulatory action. The Food and Drug 
Administration Amendments Act of 2007 made several changes to program 
eligibility reqiurements that could result in increased participation by 
manufacturers. PMAP was established on September 7, 2006, £und as of 
January 11, 2008, two inspections had been conducted by an accredited 
organization through this program, which is more limited than the Accredited 
Persons Inspection Program, The small number of inspections completed to 
date by accredited third-party organizations raises questions about the 
practicality and effectiveness of establishing similar programs that rely on 
third parties to quickly help FDA fulfill its responsibilities. 


.United States Government Accountability Office 


Mr. Chairman and Members of the Subcommittee: 


I am pleased to be here today as you examine how the Food and Drug 
Administration (FDA) has been meeting its regulatory responsibilities. One 
area of FDA responsibility is the regulation of medical devices’ — such as 
hearing aids and pacemakers — marketed in the United States, whether 
manufactured in domestic or foreign establishments.* FDA classifies 
medical devices into one of three classes based on degree of potential risk 
and level of control needed to reasonably ensure safety and effectiveness.'^ 
Inspection of establishments is FDA’s primary means of assuring that the 
safety and effectiveness of medical devices are not jeopardized by poor 
manufacturing practices. Requirements governing domestic and foreign 
inspections differ. Specifically, FDA is required to inspect domestic 
establishments that manufacture class II (medium risk) or III (high risk) 
medical devices every 2 years.'' There is no comparable requirement to 
inspect foreign establishments. 

The Medical Device User Fee and Modernization Act of 2002 (MDUFMA) 
addressed concerns about FDA’s ability to meet its responsibilities for 
inspecting medical device manufacturing establishments.* MDUTMA 
included provisions designed to (1) increase the number of inspected 
medical device manufacturing establishments and (2) help manufacturers 


'Medical devices include instruments, apparatuses, machines, and in^plants that are 
intended for use to diagnose, cure, treat, or prevent disease, or to affect the stnicture or 
any function of the body. 21 U.S.C. § 321(h). 

'FDA regulations define ai\ establishment as a place of business under one management at 
one general physical location at which a device is manufactured, assembled, or otherwise 
processed. 21 C.F.R. § 807.3(c) (2007). Medical device manufacturers may have more than 
one establishment. Wo tise the term “manufacture'* tt> refer to activities including 
manufacturing, preparing, and processing devices. 

’’21 U.S.C. § 360c. Medical devices arc classified into one of three classes. Class I includes 
“low risk" devices, such as tongue depressors, elastic bandages, and bedpans. Class 11 
includes “medium risk” devices, such as syringes, hearing aids, and electrocardiograph 
machines. Class 111 includes “high risk” devices, such as heart valves, pacemakers, and 
defibrillaJors. 

'*21 U.S.C. § 36(Kh). There is no statutory requirement for inspection of class I medical 
device manufacturing tstahlishmenls, and FDA does not routinely inspect them. However, 
FDA periodically inspects establishments manufacturing surgeon’s gloves and patient 
examination gloves, which are both class I medical devices, due to ongoing problems with 
leakage. FDA also periodically inspects manufacturers of randomly selected ciass I devices. 

*See Pub. L. No. 107-250, § 201, 116 Stat. 1588, 1602-09 (2002) (codified as amended at 
21 U.S.C. § 374(g)). 
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meet the inspection requirements of both the United States and foreign 
countries in a single inspection. Specifically, MDUFMA required FDA to 
accredit third-party organizations to conduct inspections of certain 
domestic and foreign establishments.® In response, FDA implemented its 
Accredited Persons Inspection Program, which permits certain 
establishments to voluntarily request inspections from third-party 
organizations to meet inspectional requirements. In January 2007, we 
reported on the status of this program citing, among other things, 
concerns regarding its implementation and potential incentives and 
disincentives that may influence manufacturers’ participation.' 
Additionally, in partnership with Health Canada,® FDA has established 
another program for inspection by accredited third parties — the Pilot 
Multi-purpose Audit Program (PMAP) — that allows accredited 
organizations to conduct a single inspection to meet the regulatory 
requirements of both countries. A report by the House of Representatives 
Committee on Energy and Commerce that accompanied MDUFMA stated 
that inspections by accredited third parties would permit FDA to focus the 
agency’s inspection resources on manufacturers that have greater 
problems and devices that present higher risks.® 

In addition to the questions about medical devices that led to the creation 
of FDA’s third-party inspection program, questions have also been raised 
about how FDA is meeting its regulatory responsibilities in other program 
areas, such as drugs. In November 2007, we testified on our preliminary 
findings regarding FDA’s program for inspecting foreign drug 
manufacturers.'® Our findings suggested that FDA conducted infrequent 
inspections; had weaknesses in its data systems, including conflicting 
information on the number of foreign establishments; and faced 
challenges unique to foreign inspections, including those involving human 
resource issues. (See jq)p. 1 for a summary of that testimony. We plan to 


®ln this report, unless otherwise noted, when we discuss inspections, we are referring to 
those conducted by FDA investigators. 

‘GAO, MedicaJ Dei>ices: Statns of FDA’s Program for Inspections by Accredited 
Organizations, GAO-07-1.57 (Washington, D.C.: Jan. 6, 2007). 

®Heallh Ganada is the governmental entity that regulates medical devices markeied in 
Canada. 

®n.R, Rep. No. 107-728, pt 1, at 35-36 (2002). 

^^GAO, Drug Safety: Preliminary Findings Suggest Weaknesses inFDA'sProgramfor 
Inspecting Foreign Drug Manufacturers, (Washinglon, D.C.: Nov. 1, 2007). 
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issue a final report at a later date.) Also in November 2007, a 
subcommittee of the FDA Science Board” issued a report that identified 
growing demands on FDA, including the globalization of the industries 
that FDA regulates. The report found that disparities between FDA’s 
responsibilities and its available resources — including human resources — 
have resulted in serious weaknesses that jeopardize the agency’s ability to 
meet current and emerging regulatory responsibilities.'- The 
subcommittee’s report noted that these weaknesses include inadequate 
inspections of manufacturers. It also emphasized that FDA’s information 
technology infrastructure is obsolete and unstable; provides an insufficient 
basis to access, integrate, and analyze data; and is subject to frequent 
system failures. 

Third-party organizations have been identified as one mechanism that 
could help FDA address shortcomings in inspection programs, beyond the 
programs for medical devices. The federal Interagency Working Group on 
Import Safety recently suggested that the use of third-party organizations 
could provide FDA with information to help the agency target its 
inspection resources to those products of greatest risk."* In addition, we 
recommended that FDA consider developing a third-party inspection 
program to help it meet its responsibilities for inspecting foreign firms 
importing seafood to the United States.'* 

Given the recent questions regarding FDA’s inspection programs and 
suggestions that third-party organizations could supplement FDA’s 
resources, you asked for information on FDA’s management of its medical 
device inspection program. My remarks will focus on (1) our assessment 
of FDA’s program for inspecting establishments that manufacture medical 


”Th« Science Board, which is an advisory board to the commissioner of FDA, provides 
advice on, among other things, specific complex and technical issues as well as emerging 
issues within ihe scientific community. 

'"FDA Science Board, Subcommittee on Science and Technology, FDA Science and 
Mission at Risk (November 2007), httpi//www.fda.gov/ohrms/dockets/ac/07/briefing/2007“ 
4329b_02_00jn(iex.html (w^cessed Jan. 18, 2008). 

'"in July 2007, the Interagency Working Group on Import Safety was established to conduct 
a comprehensive review of current import safety praetk^es and determine where 
improvemenis could be made. Interagency Working Group on Import Safety, Action Plan 
for Imporl- Safety: A roadmap for continual improvement (November 2007), 
btlp:/Avww.importsafety.gov/report/acdonplan.pdf (accessed Dec. 6, 2007). 

”566 GAO, Food Safely: FDA’s Imported Seafood Safety Pivgram Shows Some Protp-ess, 
but Further Improvements are Needed, G.>\O-04-24r> (Washington, D,C.: Jan. 30, 2004). 
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devices for the U.S. market, particularly those located in foreign countries 
and (2) the status of FDA’s programs for third-party inspections of medical 
device manufacturing establishments. Today, in a separate statement, we 
are also discussing the federal oversight of food safety as a high-risk area 
and ways in which FDA can better leverage its resources.'® These and 
other recent testimonies on drug safety and food safety offer some 
observations on FDA’s inspection program capacity. 

To address these issues, we interviewed officials from FDA’s Center for 
Devices and Radiological Health (CDRH) and Office of Regulatory Affairs 
(ORA), which each have responsibilities for managing the medical device 
inspection program.*® We reviewed pertinent statutes and regulations, as 
well as agency documents that provide guidance on FDA’s inspection 
requirements and programs for inspections by accredited third parties. To 
assess FDA’s program for inspecting establishments that manufacture 
medical devices, we obtained information from FDA’s Device Registration 
and Listing System (DRLS), as of September 19, 2007; Field 
Accomplishments and Compliance Tracking System (FACTS) for fiscal 
year 2002 through fiscal year 2007; and Operational and Admirustrative 
System for Import Support (OASIS) for fiscal year 2007. We assessed the 
reliability of these data by (1) reviewing existing information about the 
data and the databases that produced them, (2) interviewing agency 
officials knowledgeable about the data, and (3) performing electronic 
testing of data elements from DRLS and FACTS. We found the data in the 
FACTS database sufficiently reliable for our purposes. We also found that 
DRLS was sufficiently reliable, to the extent that it accurately reflects 
information provided by domestic and foreign establishments that register 
to market medical devices in the United States. However, we determined 
that these data do not necessarily reflect the number of establishments 
that manufacture medical devices for the U.S. market. In addition, we 
found that OASIS is likely to overestimate the number of foreign 
establishments whose medical devices have been imported into the United 
States, due to uncorrected errors in the data. Therefore, we present 


‘^GAO, Federal Overvighl of Food Safety: FDA’s Food Protection Plan Proposes Positive 
First Steps, tmt Capacity to Carry Them Out is Critical, G.A(.)-0S-4;!’>T (Washington, D.C.; 
Jan, 29, 2008). 

*®Witlvin roA, the Center for Biologies Evaluation and Research regulates medical derices 
involved in human immunodeficiency virus (HIV) testing and the collection, processing, 

(esl ing, manufacture, and administr^on of licensed blood, blood components, and cellular 
products. Wc did nert include ntedica! devices regulated by this center in the scope of our 
work. 
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information from both DELS and OASIS to illustrate the variability in 
information that FDA’s databases provide to agency officials on this topic. 
These data represent the best information available and are what FDA 
relies on to manage its domestic and foreign medical device inspection 
activities. 

To examine the status of FDA’s programs for third-party inspections, we 
received FDA data on the number of inspections conducted by accredited 
third parties from March 11, 2004 — the date when FDA first cleared an 
accredited organization to conduct inspections — through January 11, 2008. 
This updates the data we obtained for our January 2007 report for which 
data collection ended on October 31, 2006. We also obtained information 
from FDA about other critical aspects of their programs for inspections by 
accredited third parties, such as the number of accredited organizations. 
To gain perspective on recent changes to FDA’s programs for inspections 
by accredited third parties, we contacted representatives of the same 13 
affected entities we interviewed for our January 2007 report on this topic. 
We received responses from 2 of 4 accredited organizations, 2 of 3 
organizations that represent medical device manufacturers, and 1 of 6 
manufacturers. We received technical comments on a draft of this 
statement from FDA, which we incorporated, as appropriate. We 
conducted this performance audit from December 2007 to January 2008, in 
accordance with generally accepted government auditing standards. Those 
standards require that we plan and perform the audit to obtain sufficient, 
appropriate evidence to provide a reasonable basis for our findings and 
conclusions based on our audit objectives. We believe that the evidence 
obtained provides a reasonable basis for our findings and conclusions 
based on our audit objectives. 

In summary, we found that FDA has not met the requirement to inspect 
domestic establishments manufacturing class II or III medical devices 
every 2 years and faces challenges in inspecting foreign establishments. 
FDA primarily inspected domestic establishments. FDA officials estimated 
that the ^ency has inspected domestic class 11 nxanufacturers every 
5 years and domestic class III manufacturers every 3 years. There is no 
comparable requirement to conduct foreign inspections and FDA has 
conducted relatively few. Officials estimated the agency has inspected 
foreign class 11 manufacturers every 27 years and foreign class III 


^ "Diese affected entities included accredited organizations, organizations that represent 
medical device manufacturers, and medica] device manufacturers. 
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maiiufacturers eveiy 6 years. In addition, FDA faces challenges in 
managing its foreign medical device inspection program. Two databases 
that provide FDA with information about foreign medical device 
establishments and the products they manufacture for the U.S. market 
contain inaccuracies that create divergent estimates of establishments 
subject to FDA inspection. Despite the divergent estimates, FDA does not 
routinely veriiy these data. Although comparing information from these 
two databases could help FDA determine the number of foreign 
establishments marketing medical devices in the United States, these 
databases cannot exchange information and any comparisons must be 
done manually. While the agency has taken steps to improve these 
databases, it is too soon to know if these changes will improve FDA’s data. 
Finally, inspections of foreign medical device manufacturing 
establishments pose unique challenges to FDA, such as difficulties in 
recruiting investigators to voluntarily travel to certain countries and in 
extending trips if problems are identified during inspections. Our results 
are consistent with our November 2007 testimony on FDA’s foreign drug 
inspection program, as well as the findings of the FDA Science Board, 

Few inspections of medical device manufacturing establishments have 
been conducted through FDA’s two programs for inspections by 
accredited third parties — ^the Accredited Persons Inspection Program and 
PMAP. From March 11, 2004 — the date when FDA first cleared an 
accredited organization to conduct inspections — through January 11, 2008, 
five inspections have been conducted by accredited organizations through 
FDA’s Accredited Persons Inspection Program. Manufacturers’ decisions 
to request an inspection by an accredited organization might be influenced 
by both potential incentives and disincentives. An Incentive to 
participation in the program is the opportunity to reduce the number of 
inspections conducted to meet FDA and other countries’ requirements. 
Disincentives include bearing the cost for the inspection, particularly 
when the consequences of an inspection that otherwise may not occur in 
the near future could involve regulatory action. The Food and Drug 
Administration Amendments Act of 2007 (FDAAA) changed the 
requirements for inspections by accredited third parties in several ways, 
which could result in increased participation by manufacturers, although it 
is too soon to tell. For example, an eligibility requirement that foreign 
establishments be periodically inspected by FDA was eliminated. Device 
manufacturers may also request an inspection by an accredited third party 
through PMAP, which was established on September 7, 2006. As of 
January 11, 2008, two inspections had been conducted by an accredited 
organization through PMAP, which is more limited than the Accredited 
Persons Inspection Program. The small number of inspections completed 
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to date by accredited third-party organizations raises questions about the 
practicality and effectiveness of establishing similar programs that rely on 
third parties to help FDA fulfili other responsibilities. 


Background 


FDA is responsible for overseeing the safety and effectiveness of medical 
devices that are marketed in the United States, whether manufactured in 
domestic or foreign establishments. All establishments that manufacture 
medical devices for marketing in the United States must register with 
FDA.”® As part of its efforts to ensure the safety, effectiveness, and quality 
of medical devices, FDA is responsible for inspecting certain domestic and 
foreign establishments to ensure that they meet manufacturing standards 
established in FDA’s quality system regulation.”® FDA does not have 
authority to require foreign establishments to allow the agency to inspect 
their facOities. However, FDA has the authority to prevent the importation 
of products manufactured at establishments that refuse to allow an FDA 
inspection.® Unlike food, for which FDA primarily relies on inspections at 
the border, physical inspection of manufacturing establishments is a 
critical mechanism in FDA’s process to ensure that medical devices and 
drugs are safe and effective and that manufacturers adhere to good 
manufacturing practices. 

Within FDA, CDRH assures the safety and effectiveness of medical 
devices. Among other things, CDRH works with ORA, which conducts 
inspections of both domestic and foreign establishments to ensure that 
devices are produced in conformance with federal statutes and 
regulations, including the quality system regulation. FDA may conduct 
inspections before and after medical devices are approved or otherwise 
cleared to be marketed in the United States. 

Premarket inspections are conducted before FDA will approve U.S. 
marketing of a new medical device that is not substantMy equivalent to 


‘*21 U.S.C.§ 360(b). 0). 

‘®21 C.F.R. pt 820 (2007). The quality system regulation requires, among other things, that 
domestic or foreign manufacturers have a (juality system in place U) implement cmrrent 
good manufacturing prattices in the design, manufacture, packaging, labeling, storage, 
install^ion, and servicing of Crushed medical devices intended for human use in the United 
States. A quality system includes the organizational structure, responsibilities, procedures, 
processes, and resources for implementing quality management. 

®See 21 U.S.C. § 381(a); 21 C.F.R. § 820. 1(d) (2007). 
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one that is alreac^ on the market.^ Premarket inspections primarily assess 
manufacturing facilities, methods, and controls and may verify pertinent 
records. 

Postmarket inspections are conducted after a medical device has been 
approved or otherwise cleared to be marketed in the United States and 
include several types of inspections: (1) Quality system inspections are 
conducted to assess compliance with applicable FDA regulations, 
including the quality system regulation to ensure good manufacturing 
practices and the regulation requiring reporting of adverse events.^ These 
inspections may be comprehensive or abbreviated, which differ in the 
scope of inspectional activity. Comprehensive postmarket inspections 
assess multiple aspects of the manufacturer’s quality system, including 
management controls, design controls, corrective and preventative 
actions, and production and process controls. Abbreviated postmarket 
inspections assess only some of these aspects, but always assess 
corrective and preventative actions. (2) For-cause and compliance follow- 
up inspections are initiated in response to specific information that raises 
questions or problems associated with a particular establishment. 

(3) Postmarket audit inspections are conducted within 8 to 12 months of a 
premarket application’s ^proval to examine any changes in the design, 
manufacturing process, or quality assurance systems. 

FDA determines which establishments to inspect using a risk-based 
strategy. High priority inspections include premarket approval inspections 
for class III devices, for-cause inspections, inspections of establishments 
that have had a high frequency of device recalls, and other devices and 
manufacturers FDA considers high risk. The establishment’s Inspection 
history may also be considered. A provision in FDAAA may assist FDA in 
making decisions about which establishments to inspect because it 
authorizes the agency to accept voluntary submissions of audit reports 
addressing manufacturers’ conformance with internationally established 
standards for the purpose of setting risk-based inspectional priorities.*'’ 


■'Currently, most medical devices are cleared for marketing in the United States because 
they are “substantially equivalent” to a marketed device. F13 a generally does not conduct 
premarket inspections of establishments manufacturing these types of medical devices. 

'^1 C.F.R. pt. 803 (2007). 

“Pub. L No. 110.85, § 228, 121 SUL 858 (2007), 


Page B 


GAO.08-428T 



95 


FDA’s programs for domestic and foreign inspections by accredited third 
parties provide an alternative to the traditional FDA-conducted 
comprehensive postmarket quality system inspection for eligible 
manufacturers of class 11 and III medical devices. MDUFMA required FDA 
to accredit third persons — ^which are organizations — to conduct 
inspections of certain establishments. In describing this requirement, the 
House of Representatives Committee on Energy and Commerce noted that 
some manufacturers have faced an increase in the number of inspections 
required by foreign countries, and that the number of inspections could be 
reduced if the manufacturers could contract with a third-party 
organization to conduct a single inspection that would satisfy the 
requirements of both FDA and foreign coimtries.^’ Manufacturers that 
meet eligibility requirements may request a postmarket inspection by an 
FDA-accredited organization.® The eligibility criteria for requesting an 
inspection of an establishment by an accredited organization include that 
the manufacturer markets (or intends to market) a medical device in a 
foreign country and the establishment to be inspected must not have 
received warnings for significant deviations from compliance 
requirements on its last inspection.® 

MDUFMA also established minimum requirements for organizations to be 
accredited to conduct third-party inspections, including protecting against 
financial conflicts of interest and ensuring the competence of the 
organization to conduct inspections. FDA developed a training program 
for inspectors from accredited organizations that involves both formal 
classroom training and completion of three joint training inspections with 
FDA. Each individual inspector from an accredited organization must 


■*H,n. Rep. No. 107-728, pi. 1, at 82-.% (2002). Some foreign countries have accredited, 
certified, or otherwise recognized organizations to conduct inspections. We use the term 
“single inspection” to mean a complete inspection that covers all requirements of two or 
more countries, without repeating th(»e activities covered under more than one set of 
requirements. A complete inspection can be (conducted during a single block of time or in 
muitipie phases. Two or more separaie inspection reports coilld be generated on the basis 
of that single inspection. 

^Accredited organizations may conduct comprehensive postmarket quality system 
inspections, but not other types of inspections of establishments that FDA has the 
authority to conduct, such as premarket or for-cause inspections, FDA may conduct its 
own inspections of establishments ewn after inspection by an accredited organization. 

®21 U.S.C. § 374(g). FDAAA eliminated certain previously established eligibility 
requirements. For example, it eliminated a limitation on the number of consecutive 
inspections allowed by an accredited organization and a limitation that foreign 
establishments must be inspected periodically by BT) A. 
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complete all tr<uning requirements successfully before being cleared to 
conduct independent inspections. FDA relies on manufacturers to 
volunteer to host these joint inspections, which count as FDA postmarket 
quality system inspections. 

A manufacturer that is cleared to have an inspection by an accredited third 
party enters an agreement with the approved accredited organization and 
schedules an inspection. Once the accredited organization completes its 
inspection, it prepares a report and submits it to FDA, which makes the 
fmal assessment of compliance with applicable requirements. FDAAA 
added a requirement that accredited organizations notiiy FDA of any 
withdrawal, suspension, restriction, or expiration of certificate of 
conformance with quality systems standards (such as those established by 
the International Organization for Standardization) for establishments they 
inspected for FDA^ 

In addition to the Accredited Persons Inspection Program, FDA has a 
second program for accredited third-party inspections of medical device 
establishments. On September 7, 2006, FDA and Health Canada announced 
the establishment of PMAP. This pilot program was designed to allow 
qualified third-party organizations to perform a single inspection that 
would meet the regulatoiy requirements of both the United States and 
Canada. The third-party organizations eligible to conduct inspections 
through PMAP are those that FDA accredited for its Accredited Persons 
Inspection Program (and that completed all required training for that 
program) and that are also authorized to conduct inspections of medical 
device establishments for Health Canada. To be eligible to have a third- 
party inspection through PMAP, manufacturers must meet all criteria 
established for the Accredited Persons Inspection Program. As with the 
Accredited Persons Inspection Program, manufacturers must apply to 
participate and be wilUng to pay an accredited organization to conduct the 
inspection. 

FDA relies on multiple databases to manage its program for inspecting 
medical device manufacturing establishments. 

DRLS contains information on domestic and foreign medical device 
establishments that have registered with FDA. Establishments that are 
involved in the manufacture of medical devices intended for commercial 


^21 U.S.C. § 374(g)(3)(F). 
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distribution in the United States are required to register annually with 
FDA. These establishments provide information to FDA, such as 
establishment name and address and the medical devices they 
manufacture. As of October 1, 2007, establishments are required to register 
electronically through FDA’s Unified Registration and Listing System and 
certain medical device establishments pay an annual establishment 
registration fee, which in fiscal year 2008 is $1,706.^® 

OASIS contains infonnadon on medical devices and other FDA-regulated 
products imported into the United States, including information on the 
establishment that manufactured the medical device. The information in 
OASIS is automatically generated from data managed by U.S. Customs and 
Border Protection, which are originally entered by customs brokers based 
on the information available from the importer.^ 

FACTS contains information on FDA’s inspections, including those of 
domestic and foreign medical device establishments. FDA investigators 
enter information into FACTS following completion of an inspection. 

According to FDA data, more than 23,600 establishments that manufacture 
medical devices were registered as of September 2007, of which 10,600 
reported that they manufacture class II or III medical devices.® More than 
half — about 5,600— of these establishments were located in the United 
States. As of September 2007, there were more registered establishments 
in China and Germany reporting that they manufacture class II or III 
medical devices than in any other foreign countries.®^ Canada, Taiwan, and 
the United Kingdom also had a large number of registered establishments. 
(See fig. 1.) Registered foreign establishments reported that they 
manufacture a variety of class I! and III medical devices for the U.S. 


“21U.S.C.§379.Ka)(3), (b), 

■^Customs brokers arc private individuals, partnerships, associations, or corporations 
licensed, regulated, and empowered by U.S. Customs and Border Protection to assist in 
meetir^ federal requirements governing imports and exports, 

®rhroughoutthis testimony, we use DRI^S data because FDA ofllcials told us that the 
agency would continue to use those data, as available on September 19, 2007, until it is 
confident that all device establishments required to register have done so through the new 
electronic system, FDA’s Unified Registration and Listing System. 

^’Counts of registered establishments in China do not include establishments registered in 
Hong Kong or Taiwan as these establishments are tracked separately in DRLS. 
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market. For exampie, common class III medical devices included coronaiy 
stents,® pacemakers, and contact lenses. 


Figure i: Registered Establishments That Reported Manufacturing Class il or Class Hi Medical Devices for the U.S. Market, by 
Country, September 20Q7 



Soutee: GAO anaiy»le of FDA data. 


Note; Courtts of registored establishments in China do not include establishments regisfered in Hong 
Kong or Taiwan as those establishmwils are tracked separately in DRLS, In addition, DRLS 
contained one additional registered establishment for whl<^ location information was not available. 


®A coronary ^nt is a snwU tube that is placed within a coronary art.erj' lo kftep the vessel 
open. 
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FDA Is Not Inspecting 
Domestic 
Establishments 
Biennially as Required 
and Faces Challenges 
in Inspecting Foreign 
Establishments 


FDA has not met the statutory requirement to inspect domestic 
establishments manufacturing class II or III medical devices every 2 years. 
The agency conducted relatively few inspections of foreign 
establishments. The databases that provide FDA with data about the 
number of foreign estabUshmenls manufacturing medical devices for the 
U.S. market contain inaccuracies. In addition, inspections of foreign 
medical device manufacturing establishments pose unique challenges to 
FDA — both in human resources and logistics. 


FDA Is Not Inspecting 
Domestic Establishments 
Biennially and Inspects 
Relatively Few Foreign 
Establishments 


From fiscal year 2002 through fiscal year 2007, FDA primarily inspected 
establishments located in the United States, where more than half of the 
10,600 registered establishments that reported manufacturing class II or III 
medical devices are located. In contrast, FDA inspected relatively few 
foreign medical device establishments. During this period, FDA conducted 
an average of 1,494 domestic and 247 foreign establishment inspections 
each year.® This suggests that each year FDA inspects about 27 percent of 
registered domestic establishments that reported manufacturing class II or 
class ni medical devices and about 5 percent of such foreign 
establishments. The inspected establishments were in the United States 
and 44 foreign countries. Of the foreign inspections, more than two-thirds 
were in 10 countries. Most of the countries with the highest number of 
inspections were also among those with the largest number of registered 
estabhshments that reported manufacturing class II or III medical devices. 
The lowest rate of inspections in these 10 countries was in China, where 
64 inspections were conducted in this 6-year period and almost 700 
establishments were registered. (See table 1.) 


”We were unable to differentiate insptjcttons according to modioal d(:vic{? clasBlficaiion. 
FDA's inspection database contains the most recent information available to FDA about 
the class of device manufactured at the establishment, and consequently does not contain 
readily available information about the class of devices manufactured at the time of a 
specific inspection- As a result, the data we present include all inspections, regardless of 
the classification of the manufactured device or devices. According to FDA officials, FDA 
primarily conducts inspections of establishments m^lnufacturing class It or HI medical 
devices. 
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Table 1 ; Number of FDA Inspections of Medical Device Establishments, Fiscal Year 2002 through Fiscal Year 2007 

Number of inspections* 


Number of registered 
class 11 or Hi 


Country 

FY2002 

FY2003 

FY2004 

FY2005 

FY2006 

FY2007 

Total 

manufacturing 

establishments^ 

United States 

1,261 

1,736 

1,631 

1,471 

1,501 

1,362 

6,962" 

5.616 

Germany 

39 

30 

34 

51 

25 

52 

231 

581 

United Kingdom 

25 

31 

2B 

14 

25 

43 

166 

351 

Canada 

17 

17 

24 

11 

13 

26 

108 

340 

Japan 

7 

8 

20 

21 

16 

25 

97 

264 

Ireland 

15 

22 

13 

13 

16 

11 

90 

67 

France 

16 

14 

17 

14 

12 

10 

63 

190 

Switzerland 

6 

12 

19 

9 

7 

18 

71 

134 

China" 

0 

0 

21 

19 

11 

13 

64 

675' 

Mexico 

10 

7 

12 

6 

12 

11 

60 

143 

Italy 

8 

7 

10 

6 

13 

11 

55 

202 

All other countries 

66 

83 

102 

67 

69 

69 

456 

2,036 

Total 

1,470 

1,967 

1,931 

1,7D4 

1,720 

1,651 

10,443 

10,600' 


Sou>m: GAO anaiy$is of roA oaia. 

‘We were unable to differentiate inspections according to medical device classification. FDA's 
inspection database contains the most recent information available to FDA about the class of device 
manufactured at the establishment, and consequently does not contain readily available information 
about the class of devices manufactured at the time of a specific inspection. As a result, the data we 
present include all inspections, regardless of the classification of the manufactured device or devices. 
According to FDA officials, FDA primarily conducts inspections of establishments manufacturing class 
M or III medical devices. 

‘These counts represent the number of registered establishments as of September 2007. 

'In addition to inspections conducted by FDA personnel, from fiscal year 2002 through fiscal year 
2007, FDA contracted with states to conduct 1 64 quality system inspections. These inspections are 
not included in the total. 

*The inspection counts for China do not indude inspections conducted in Hong Kong or Taiwan as 
these inspections are tracked separately in FACTS. 

'Counts of registered establishments in China do not include establishments registered in Hong Kong 
or Taiwan as these establishments are tracked separately in DHLS. 

'Registration numbers do not add to total because DRLS contained one additional registered 
establishment for which location information was not available. 


Despite its focus on domestic inspections, FDA has not met the statutory 
requirement to inspect domestic establishments manufacturing class II or 
III medical devices every 2 years. For domestic establishments, FDA 
officials estimated that, on average, the agency inspects class II 
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manufacturers every 5 years and class III manufacturers every 3 years. For 
foreign establishments — ^for which there is no comparable inspection 
requirement — FDA officials estimated that the agency inspects class II 
manufacturers every 27 years and class lU manufacturers every 6 years. 

FDA’s inspections of medical device establishments, both domestic and 
foreign, are primarily postmarket inspections. While premarket 
inspections are generally FDA's highest priority, relatively few have to be 
performed in any given year.®* Therefore, FDA focuses its resources on 
postmarket inspections. From fiscal year 2002 through fiscal year 2007, 

95 percent of the 8,962 domestic establishment inspections and 89 percent 
of the 1,481 foreign establishment inspections were for postmarket 
purposes. (See fig. 2.) 


^'Cuixently, most medical devices are cleared for marketing in the United States because 
they are “substantially equivalent" to a marketed device. FDA generally does not conduct 
prentarket inspections of establishments manufacturing these types of medical devices. 


Page 15 


GAO-08-428T 




102 


Figure 2: Number of htsp^tions of Domastic and Foreign EsIaWlshmenIs That 
Manufacture Medical Devices for the U.S. Market, by Type of Inspection, Fiscal Year 
2002 through Rscal Year 2007 

Number of inspectkms 
10,000 





i I Premarkel 

^ ] Posimarket 

Source: GAO analysis of l-'DA data. 

Note; If an inspection had Doth pramaritef and postmarkot components, wo classified it as a 
premartcet inspoction. Of the 430 domestic premarkei inspections, 256 contained both premarkei and 
postmarket components. Of the 164 foreign promarket infections, 95 contained both premarkot and 
postmarket components. FDA may conduct other typos of inspections— such as a postmarkot quality 
system, compliance follow-up. for-cause. or postmarket audit Inspection — at the same establishment 
at whk^ they are conducting a premarket inspection, These infections may focus on different 
products manufactured at the sarr>o establishment. 
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FDA’s Databases Provide 
Inconsistent Information 
Regarding the Number of 
Foreign Medical Device 
Manufacturing 
Establishments Subject to 
Inspection 


FDA’s databases on registration and imported products provide divergent 
estimates regarding the number of foreign medical device manufacturing 
establishments. DRLS provides FDA with information about domestic and 
foreign medical device establishments and the products they manufacture 
for the U.S. market. According to DRLS, as of September 2007, 5,6 16 
domestic and 4,983 foreign establishments that reported manufacturing a 
class II or 111 medical device for the U.S. market had registered with FDA.^ 
However, these data contain inaccuracies because establishments may 
register with FDA but not actually manufacture a medical device or may 
manufacture a medical device that is not marketed in the United States. 
FDA officials told us that their more frequent inspections of domestic 
establishments allow them to more easily update information about 
whether a domestic establishment is subject to inspection. 


In addition to DRLS, FDA obtains information on foreign establishments 
from OASIS, which tracks the import of medical devices. While not 
intended to provide a count of establishments, OASIS does contain 
information about the medical devices actually being imported into the 
United States and the establishments manufacturing them. However, 
inaccuracies in OASIS prevent FDA from using it to develop a list of 
establishments subject to inspection. OASIS contains duplicate records for 
a single establishment because of inaccurate data entry by customs 
brokers at the border. According to OASIS, in fiscal year 2007, there were 
as many as 22,008 foreign ^tablishments that manufactured class II 
medical devices for the U.S. market and 3,575 foreign establishments that 
manufactured class III medical devices for the U.S. market.^ Despite the 
divergent estimates of foreign establishments generated by DRLS and 
OASIS, FDA does not routinely verily the data within each database. 
Although comparing information from these two databases could help 
FDA determine the number of foreign establishments marketing medical 
devices in the United States, the databases cannot exchange information 
to be compared electronically and any comparisons are done manually. 

Efforts are underway that could improve FDA’s databases. FDA officials 
suggested that, because manufacturers Eue now required to pay an annual 
establishment registration fee, manufacturers may be more concerned 


*DRLS contained one additional registered establishment for which location information 
was not available. 

^According to FDA oflicials, a single establishment could be manufacturing more than one 
class of device. 
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about the accuracy of the registration data they submit. They also told us 
that, because of the registration fee, manufacturers may be less likely to 
register if they do not actually manufacture a medical device for the U.S. 
market. In addition, FDA officials stated that the agency is pursuing 
various initiatives to try to address the inaccuracies in OASIS, such as 
providing a unique identifier for each foreign establishment to reduce 
duplicate entries for individual establishments. 


Challenges Unique to inspections of foreign establishments pose unique challenges to FDA — 

Foreign Inspections both in human resources and logistics. FDA does not have a dedicated 

Influence the Manner in cadre of investigators that only conduct foreign medical device 

A establishment inspections; those staff who inspect foreign establishments 

Which r UA Conducts feuch , . ,, ’ui- v * a Tu 

- also mspect domestic establishments. Among those qualified to inspect 

inspecoons foreign establishments,^ FDA relies on staff to volunteer to conduct 

inspections. FDA officials told us that it is difficult to recruit investigators 
to voluntarily travel to certain countries. However, they added that if the 
agency could not find an indtiidual to volunteer for a foreign inspection 
trip, it would mandate the travel. Logistically, foreign medical device 
establishment inspections are difficult to extend even if problems are 
identified because the trips m*e scheduled in advance.^ Foreign medical 
device establishment insi>ect!ons are also logistically challenging because 
investigators do not receive independent translational support from FDA 
or the State Department and may rely on English-speaking employees of 
the inspected establishment or the establishment’s U.S. agent to translate 
during an inspection. 


■^Staff mpmbers must meet certain criteria in terms of their experience and training to 
conduct inspections of foreign establishments. For example, they are required to take 
certain training courses and have at least 3 years of experience conducting domestic 
inspections before they can be considered qualified to conduct a foreign inspection. 

^“Typically, FDA investigators travel abroad for about 3 weeks at a time, during which they 
inspect aj^roximately three establishments. 
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Few Third-Party 
Inspections Are 
Conducted, but 
Recent Changes 
Could Eliminate Some 
Obstacles to 
Manufacturers’ 
Participation 


Few inspections of medical device manufacturing establishments have 
been conducted through FDA’s two accredited third-party inspection 
programs — ^the Accredited Persons Inspection Program and PMAP. 
FDAAA specified several changes to the requirements for inspections by 
accredited third parties that could result in increased participation by 
manufacturers. 

Few inspections have been conducted through FDA’s Accredited Persons 
Inspection Program since March 1 1, 2004 — the date when FDA first 
cleared an accredited organization to conduct independent inspections. 
Through January 1 1, 2008, five inspections had been conducted 
independently by accredited organizations (two inspections of domestic 
establishments and three inspections of foreign establishments), an 
increase of three since we reported on this program one year ago.'” 


As of January 1 1, 2008, 16 third-party organizations were accredited,^" and 
individuals from 8 of these organizations had completed FDA's training 
requirements and been cleared to conduct independent inspections.^' As of 
January 8, 2008, FDA and accredited organizations had conducted 44 joint 
training inspections.^^ Fewer manufacturers volunteered to host training 
inspections than have been needed for all of the accredited organizations 


'”ln January 2007, wc reported l.hat two inspections had been independently conducted by 
accredited organizations through the Accredited Persons Inspection Program — one 
infection of a domestic establishment and one inspection of a foreign establishment, 
G.\O-07-157. U. 

^"FDA oificials told us that no additional organizations have applied for accreditation since 
we issued our January 2007 report. 

^'in January 2007, we reported that 7 of the 16 accredited organizations had been cleared to 
conduct independent inspections. G.AO-UT*I.r)7, 11. One additional accredited organization 
was cleared to conduct independent inspections on October 1 8, 2007. Specific foreign 
jurisdictions that have certified, accredited, or otherwise recognized one or more of the 
FUA-accredited organizations that have been cleared to conduct independent inspections 
include all member states of the European Community, Australia, Canada, New Z(!a]and, 
Norway, Tmwan, and the United Kingdom. Of the 8 third-party organizations that have been 
cleared to conduct independent inspections through the Act;redited Persons Inspection 
Program, 4 may conduct inspections through PMAP. 

January 2007, we reported that FDA and accredited organizations had conducted 37 
joint training inspections. G.AO-07-|.r>7, 11. 
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to complete their training.^ Moreover, scheduling these joint training 
inspections has been difficult. FDA officials told us that, when 
appropriate, staff are instructed to ask manufacturers to host a joint 
training inspection at the time they notify the manufacturers of a pending 
inspection. FDA schedules inspections a relatively short time prior to an 
actual inspection,” and as we reported in January 2007, some accredited 
organizations have not been able to participate because they had prior 
commitments. 

As we reported in January 2007, manufacturers’ decisions to request an 
inspection by an accredited organization might be influenced by both 
potential incentives and disincentives. According to FDA officials and 
representatives of affected entities, potential incentives to participation 
include the opportunity to reduce the number of inspections conducted to 
meet FDA and other countries’ requirements. For example, one inspection 
conducted by an accredited organization was a single inspection designed 
to meet the requirements of FDA, the European Union, and Canada. 
Another potential incentive mentioned by FDA officials and 
representatives of affected entities is the opportunity to control the 
scheduling of the inspection by an accredited organization by working 
with the accredited organization. FDA officials and representatives of 
affected entities also mentioned potential disincentives to having an 
inspection by an accredited organization. These potential disincentives 
include bearing the cost for the Inspection,^* doubts about whether 
accredited organizations can cover multiple requirements in a single 


we reported in January 2007, some representatives of affected entities specuiar.ed that 
manufacturers might not have volunteered to host training inspections i)ecause they 
believed that training inspections would require more time and effort for their staff (and 
would thus be more disruptive) than inspeciions conducted by fully trained pt^rsormel, or 
that manufacturers might have believed that training inspections would be more rigorous 
than noniraining inspections if the trainees and FDA personnel were to take particular care 
to demonstrate their thoroughness to each other. 

”FDA generally notifies manufacturers about a week in advance of postmarket quality 
system inspections of domestic est^lishments and about 6 to 8 weeks in advance of 
postmarket quality system inspections of foreign establishments. 

^*In January 2007, we reported that representatives of accredited organizations Indicated 
that the cost to manufacturers would vary' depending on such factors as the size of the 
manufacturer and how much extra time would be required to assess compliance with FDA 
requirements. Representatives suggested that covering FDA’s requirements could lake 2 or 
more days in addition to the time spent assessing other countries’ requirements, plus time 
for advance preparation and writing the inspection report. They speculated that they would 
probably charge manufacturers from $1,700 to $2,500 per day, plus the cost of travel and 
living expenses. 
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inspection, and uncertainty about the potential consequences of an 
inspection that otherwise may not occur in the near future — consequences 
that could involve regulatory action. 

Changes specified by FDAAA have the potential to eliminate certain 
obstacles to manufacturers* participation in FDA’s programs for 
inspections by accredited third parties that were associated with 
manufacturers’ eligibility. For example, an eligibility requirement that 
foreign establishments be periodically inspected by FDA was eliminated. 
Representatives of the two organizations that represent medical device 
manufacturers with whom we spoke about FDAAA told us that the 
changes in eligibility requirements could eliminate certain obstacles and 
therefore potentially increase their participation. These representatives 
also noted that key incentives and disincentives to manufacturers’ 
participation remain. FDA officials told us that they are currently revising 
their guidance to industry in light of FDAAA and expect to issue the 
revised guidance duilng fiscal year 2008. It is too soon to tell what impact 
these changes will have on manufacturers' participation. 

FDA officials acknowledged that manufacturers’ participation in the 
Accredited Persons Inspection Program has been limited. In December 
2007, FDA established a working group to assess the successes and 
failures of this program and to identify ways to increase participation. 
Representatives of the two organizations that represent medical device 
manufacturers with whom we r^ently spoke stated that they believe 
manufacturers remain interested in the Accredited Persons Inspection 
Program. The representative of one large, global manufacturer of medical 
devices told us that it is in the process of arranging to have 20 of its 
domestic and foreign device manufacturing establishments inspected by 
accredited third parties. 

As of January 11, 2008, two inspections, both of domestic establishments, 
had been conducted through PMAP, FDA’s second program for 
inspections by accredited third parties. Although it is too soon to tell what 
the benefits of PMAP will be, the program is more limited than the 
Accredited Persons Inspection Program and may pose additional 
disincentives to participation by both manufacturers and accredited 
organizations. Specifically, inspections through PMAP would be designed 
to meet the requirements of the United States and Canada, whereas 
inspections conducted through the Accredited Persons Inspection 
Program could be designed to meet the requirements of other countries. In 
addition, two of the five representatives of affected entities noted that in 
contrast to inspections conducted through the Accredited Persons 
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Inspection Program, inspections conducted through PMAP could undergo 
additional review by Health Canada. Health Canada will review inspection 
reports submitted through this pilot program to ensure they meet its 
standai’ds. This extra review poses a greater risk of unexpected outcomes 
for the manufacturer and the accredited organization, which could be a 
disincentive to participation in PMAP that is not present with the 
Accredited Persons Inspection Program. 


Concluding 

Observations 


Americans depend on FDA to ensure the s^ety and effectiveness of 
medical products, including medical devices, manufactured throughout 
the world. However, our findings regarding inspections of medical device 
manufacturers indicate weaknesses that mirror those presented in our 
November 2007 testimony regarding inspections of foreign drug 
manufacturers. In addition, they are consistent with the FDA Science 
Board’s findings that FDA’s ability to fulfill its regulatory responsibilities is 
jeopardized, in part, by information technology and human resources 
challenges. We recognize that FDA has expressed the intention to improve 
its data management, but it is too early to tell whether the intended 
changes will ultimately enhance the agency’s ability to manage its 
inspection programs. We and others have suggested that the use of 
accredited third parties could improve FDA’s ability to meet its inspection 
responsibilities. However, the implementation of its programs for 
inspecting medical device manufacturers has resulted in little progress. To 
date, its programs for inspections by accredited third parties have not 
assisted FDA in meeting its regulatory responsibilities nor have they 
provided a rapid or substantial increase in the number of inspections 
performed by these organizations, as originally intended. Although recent 
statutory changes to the requirements for inspections by accredited third 
parties may encourage greater participation in these programs, the lack of 
meaningful progress raises questions about the practicality and 
effectiveness of establishing similar programs that rely on third parties to 
quickly help FDA fulfill other responsibilities. 


Mr. Chairman, this completes my prepared statement, I would be happy to 
respond to any questions you or the other Members of the subcommittee 
may have at this time. 
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Appendix I: Summary of GAO Testimony on 
FDA’s Program for Inspecting Foreign Drug 
Manufacturers 


In congressional testimony in November 2007, we presented our 
preliminaiy findings on the Food and Drug Administration’s (FDA) 
program for inspecting foreign drug manufacturers.' We found that 
(1) FDA’s effectiveness in managing the foreign drug inspection program 
continued to be hindered by weaknesses in its databases; (2) FDA 
inspected relatively few foreign establishments; and (3) the foreign 
inspection process involved unique circumstances that were not 
encountered domestically. 

Our preliminary findings indicated that more than 9 years after we issued 
our last report on FDA’s foreign drug inspection program, " FDA’s 
effectiveness in managing this program continued to be hindered by 
weaknesses in its databases. FDA did not know how many foreign 
establishments tvere subject to inspection. Instead of maintaining a list of 
such establishments, FDA relied on information from several databases 
that were not designed for this purpose. One of these databases contained 
information on foreign establishments that had registered to market drugs 
in the United States, while another contained information on drugs 
imported into the United States. One database indicated about 3,000 
foreign establishments could have been subject to inspection in fiscal year 
2007, while another indicated that about 6,800 foreign establishments 
could have been subject to inspection in that year. Despite the divergent 
estimates of foreign establishments subject to inspection generated by 
these two databases, FDA did not verify the data within each database. For 
example, the agency did not routinely confirm that a registered 
establishment actu^ly manufactured a drug for the U.S. market However, 
FDA used these data to generate a list of 3,249 foreign establishments from 
which it prioritized establishments for inspection. 

Because FDA was not certain how many foreign drug establishments were 
actually subject to inspection, the percentage of such establishments that 
had been inspected could not be calculated with certainty. We found that 
FDA inspected relatively few foreign drug establishments, as shown in 
table 2. Using the list of 3,249 foreign drug establishments from which FDA 
prioritized establishments for inspection, we found that the agency may 
inspect about 7 percent of foreign drug establishments in a given year. At 


'GAO, Drug Safety: Preliminary Findings Suggest Weaknesses in FDA's Program for 
Inspecting Foreign Drug Manufacturers, (iA(!)h8-22 IT (Washington, D.C.: Nov. 1, 2007). 

‘GAO, Food and Drug Administration: Improvemenls Needed in the Foreign Drug 
Inspection Program, G.AO/F!EnS-fi8-2l (Washington, D.C.; Mar, 17, 1998). 
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this rate, it would take FDA more than 13 years to inspect each foreign 
drug establishment on this list once, assuming that no additional 
establishments are subject to inspection. 


Table 2: Number of FDA inspections of Foreign Establishments involved in the Manufacture of Drugs for the U.S. Market, 
Fiscal Year 2002 through Fiscal Year 2007 


Number of inspections 

Number of 


Country 

FY2002 

FY2003 

FY2004 

FY2005 

FY2006 

FY200r 

Total 

estabiishments” 

India 

11 

19 

36 

33 

_ 

65 

200 

410 

Germany 

24 

15 

35 

25 

19 

22 

140 

199 

Italy 

17 

30 

26 

21 

18 

19 

131 

150 

Canada 

29 

12 

17 

23 

23 

19 

123 

288 

United Kingdom 

19 

22 

15 

18 

15 

13 

102 

169 

France 

14 

15 

13 

12 

16 

24 

94 

162 

China 

11 

9 

17 

21 

17 

13 

88 

714 

Japan 

11 

13 

14 

21 

13 

15 

87 

196 

Switzerland 

12 

12 

11 

17 

9 

14 

75 

83 

Ireland 

11 

5 

11 

14 

3 

11 

55 

61 

All other countries 

63 

38 

63 

61 

45 

80 

350 

817 

Total 

222 

190 

260 

266 

212 

295 

1,445 

3,249 


Scum: SAO analysis d FOA ittta. 

'Inspection data for fiscal year 2007 may not be complete because FDA provided these data as of 
September 26, 2007. prior to me end of the fiscal year. 

‘This count represents the number of establishments FDA used to plan its fiscal year 2007 prioritized 
surveillance inspections. 


FDA’s data indicated that some foreign drug manufacturers had not 
received an inspection, but FDA could not provide the exact number of 
foreign drug establishments that had never been inspected. Most Df the 
foreign drug inspections were conducted as part of processing a new drug 
application or an abbreviated new drug application,^ rather than as current 
good manufacturing practices (GMP) surveillance inspections, which are 
used to monitor the quality of marketed drugs. FDA used a risk-based 


^FDA must approve a new drug application before a new drug product may be marketed In 
the United SU^s; approval for a generic drug is sought through an abbreviated new drug 
application. FDA also reviews scientific and clinical data contained in the applications, as 
part of its process in considering them for approx'al to be marketed. 
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process, based in part on data from its registration and import databases, 
to develop a prioritized list of foreign drug establishments for GMP 
surveillance inspections in fiscal year 2007. According to FDA, about 30 
such inspections were completed in fiscal year 2007, and at least 50 were 
targeted for inspection in fiscal year 2008. Further, inaccuracies in the data 
on which this risk-based process depended limited its effectiveness. 

Finally, the very nature of the foreign drug inspection process involved 
unique circumstances that were not encountered domesdcaUy. For 
example, FDA did not have a dedicated staff to conduct foreign drug 
inspections and relied on those inspecting domestic establishments to 
volunteer for foreign inspections. While FDA may conduct unannounced 
GMP inspections of domestic establishments, it did not arrive 
unannounced at foreign establishments. It also lacked the flexibility to 
easily extend foreign inspections if problems were encountered due to the 
need to adhere to an itinerary that typically involved multiple inspections 
in the same country. Finally, language barriers can make foreign 
inspections more difficult to conduct than domestic ones. FDA did not 
generally provide translators to its inspection teams. Instead, they may 
have had to rely on an English-speaking representative of the foreign 
establishment being inspected, rather than an independent translator. 


(290684) 
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Mr. Stupak. Thank you, Dr. Crosse. 

Ms. Shames, opening statement, please. 

STATEMENT OF LISA SHAMES, DIRECTOR, FOOD AND AGRI- 
CULTURE ISSUES, U.S. GOVERNMENT ACCOUNTABILITY OF- 
FICE 

Ms. Shames. Chairman Stupak and members of the sub- 
committee, I am pleased to be here today to discuss FDA’s re- 
sources to meet its responsibilities for food safety. 

There have been dramatic changes in the volume and variety of 
foods FDA regulates. Further, changing demographics and con- 
sumption patterns underscore the urgency for effective FDA over- 
sight. More of the population is and increasingly will be susceptible 
to a foodborne illness. In addition, we are eating more foods that 
are often associated with foodborne illness such as leafy greens. 

Today I will focus on three topics: GAO’s designation of the Fed- 
eral oversight of food safety as a high-risk area, opportunities to le- 
verage resources in FDA’s Food Protection Plan that was released 
last November, and tools that can help agencies address manage- 
ment challenges. 

First, regarding food safety, FDA is one of 15 agencies that col- 
lectively administer over 30 laws addressing food safety. This frag- 
mentation, as been noted earlier, calls into question whether the 
government can promote the integrity of the food supply. It is a key 
reason GAO added the Federal oversight of food safety to its high- 
risk list and cited the need for a government-wide reexamination 
of the system. For many years we have reported on problems with 
the food safety system including inconsistent oversight, ineffective 
coordination and the inefficient use of resources. One such problem 
worth nothing today is the mismatch between the government’s re- 
sources for food safety and agencies’ responsibilities. That is, as 
been noted, FDA regulates about 80 percent of the food supply but 
receives about 20 percent of food inspection resources. To help the 
government as a whole, we have recommended enacting com- 
prehensive and risk-based legislation and reconvening a council on 
food safety. Further, with pressing fiscal challenges, a government- 
wide plan can help Congress balance trade-offs when resource allo- 
cations are made. 

Second, FDA released its Food Protection Plan. This plan pro- 
poses several positive first steps that are intended to enhance food 
safety. GAO has recommended many of these proposals over the 
last few years such as opportunities for FDA to better leverage its 
resources, which is especially important for FDA’s food safety re- 
sponsibilities. Unlike FDA’s programs for drugs and medical de- 
vices, FDA is not authorized to charge user fees for its food safety 
activities. Some of our recommendations are for FDA to establish 
equivalence agreements with other countries, certify third parties 
and accredit private labs for testing food. 

We also found that FDA’s food safety activities overlap with, if 
not duplicate, other agencies’ activities. To use resources more effi- 
ciently, FDA could, for example, authorize the Department of Agri- 
culture to inspect jointly regulated food processing plants and con- 
duct joint inspector training programs with USDA. 
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It is also important to note that FDA plans to request the au- 
thority to order a food recall. As you know from the hearing your 
subcommittee held last spring, food recalls are voluntary. Federal 
agencies including FDA have no authority to compel companies to 
recall contaminated foods except for infant formula. In contrast, 
FDA has authority to recall unsafe biological products and medical 
devices. Other agencies that regulate the safety of products such as 
toys and tires have recall authority and have had to use it when 
companies did not cooperate. 

While the Food Protection Plan proposes these positive first 
steps, more-specific information about the resources and strategies 
to implement the plan would facilitate oversight. FDA officials told 
us resource information would be released during the budget proc- 
ess. We were also told that implementation plans detail timelines, 
actions and deliverables. FDA officials do not intend to release 
these implementation plans but will keep the public informed of 
their progress. Nevertheless, without more information, it will be 
difficult for Congress and others to assess the likelihood of a plan’s 
success. 

Lastly, the Science Board cites numerous management chal- 
lenges that have contributed to FDA’s inability to fulfill its mission. 
GAO has identified some tools that agencies can use to address 
their management challenges. For example, a chief operating offi- 
cer can elevate, integrate and institutionalize responsibilities to ad- 
dress these challenges. FDA recently spelled out the responsibil- 
ities for such a position. GAO has found that a performance agree- 
ment can promote further accountability. In addition, a well-de- 
signed commission along the lines of the Science Board can produce 
specific, practical recommendations that Congress can enact. 

In conclusion, it is imperative that FDA is able to help ensure 
the safety of the Nation’s food supply in the most efficient, effec- 
tive, accountable and sustainable way. To do so, leveraging re- 
sources and building capacity will be critical. 

This concludes my statement, and I would be pleased to answer 
any questions. 

[The prepared statement of Ms. Shames follows:] 
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Why GAO Did This Study 

The Food and Drug Administration 
(FDA) is responsible for ensuring 
Ae s^ety of roughly 80 percent of 
the U.S. food supply, including $417 
billion worth of domestic food and 
$49 billion in imported food 
annually. The recent outbreaks of 
E. coll in spinach. Salmonella in 
peanut butter, and contamination 
in pet food highlight the risks 
posed by the accidental 
contamination of FDA-regulated 
food products. Changing 
demographics and consumption 
patterns underscore the urgency 
for effective food safety oversight 
In response to these cl^enges, in 
November 2007, FDA and others 
released plans that discuss the 
oversight of food safety. FDA’s 
Food Protection Plan sets a 
framework for food safety 
oversight In addition, FDA’s 
Science Board released FDA 
Science and Mission at Risk, 
which concluded that FDA does 
not have the c£q)acity to ensure the 
safe^ of the nation’s food supply. 

This testimony focuses on (1) 
federal oversight of food safety as a 
high-risk area Chat needs a 
govemmentwide reexamination, 

(2) FDA’s opportunities to better 
leverage its resources, (3) FDA’s 
Food Protection Plan, and (4) tools 
that can help agencies to address 
management challenges. To 
address these issues, GAO 
interviewed FDA officials; 
evaluated the Food Protection Plan 
using a GAO guide for assessing 
agencies’ performance plans; and 
reviewed pertinent statutes and 
reports. GAO also analyzed data on 
FDA inspections and resources. 


To view the full product, including the scope 
and methodology, dick on GAO-Oa-435T. 

For more information, contact Lisa Shames at 
(202) 512-3841 or ShamesL@gaQ-gQv. 


What GAO Found 

FDA is one of 15 agencies that collectively administer at least 30 laws related 
to food safely. This fragmentation is the key reason GAO added the federal 
oversight of food safety to its High-Risk Series in January 2007 and called for a 
govemmentwide reexamination of the food safety sj^tem. We have reported 
on problems with this system — including inconsistent oversight, ineffective 
coordination, and inefficient use of resources. 

FDA has opportunities to better leverage its resources. Efficient use of 
resources is particularly important at FDA because we found that its food 
safety workload has increased in the past decade, while its food safety staff 
and funding have not kept pace. GAO has recommended that FDA establish 
equivalence agreements with other countries to shift some oversight 
responsibility to foreign governments, explore the potential for certifying third 
party inspections, and consider accrediting private laboratories to inspect - 
seafood, among other actions. We also reported that FDA and the U.S. 
Department of Agriculture (USD A) conduct similar inspections at 1,451 
facilities that produce foods regulated by both agencies. To reduce overlaps, 
we recommended that, if cost-effective, FDA enter into an agreement to 
commission USDA inspectors at such facilities. FDA Incorporated some of 
these recommendations in its Food Protection Plan. 

FDA’s Food Protection Plan also proposes some positive first steps intended 
to enhance its oversight of food safety. Specifically, FDA requests authority to 
order food safety recalls and issue additional preventive controls for high-risk 
foods, both of which GAO has previously recommended. However, more 
specific information about its strategies and the resources FDA needs to 
implement the plan would facilitate congressional oversight. FDA officials 
acknowledge that implementing the Food Protection Plan will require 
additional resources. Without a clear description of resources and strategies, 
it will be difficult for Congress to assess the likelihood of the plan’s success in 
achieving its intended results. 

The Science Board cites numerous management challenges that have 
contributed to FDA’s inability to fulfill its mission, including a lack of a 
coherent structure and vision, insufficient capacity in risk assessment, and 
inadequate human capital recruitment and retention. In light of these 
challenges, GAO has identified through other work some tools that can help 
agencies improve their perfortnance over time. For example, a Chief 
Operating Officer/Chief Management Officer can help an agency address 
longstanding management problems that are undermining its ability to 
accomplish its mission and achieve results. In addition, a well-designed 
commission can produce specific practical recommendations that Congress 
can enact Critical success factors that can help ensure a commission’s 
success include a statutory basis with adequate authority, a clear purpose and 
timeframe, leadership support, an open process, a balanced membership, 
accountability, and resources. 
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Mr. Chairman and Members of the Subcomnuttee: 

I am pleased to be here today to discuss the resources the Food and Drug 
Administration (TOA) uses to meet one of its key regulatory 
responsibilities, the oversight of food safety. FDA is responsible for 
ensuring the safety of roughly 80 percent of the U.S. food supply, including 
$417 billion worth of domestic food and $49 billion in imported food 
annually. Contaminated food can harm human health, have severe 
economic consequences, and undermine consumer confidence in the 
government’s ability to ensure the safety of the U.S. food supply. The 
recent outbreaks of coli in spinach, Salmonella in peanut butter, and 
contamination in pet food, highlight the risks posed by the accidental 
contamination of FDA-regul^ed food products. For example, according to 
FDA, the recent California spinach E. coli outbreak resulted in 205 
confirmed illnesses and 3 deaths, and industry representatives estimate 
that economic losses ranged from $37 million to $74 million. 

Changing demographics and consumption patterns underscore the 
urgency for effective food safety oversight. According to FDA, shifting 
demographics mean that more of the U.S. population is, and increasingly 
will be, susceptible to foodbome illnesses. The risk of severe and life- 
threatening symptoms from infections caused by foodbome pathogens is 
higher for older adults, young children, pregnant women, and immune 
compromised individuals. According to FDA, these groups make up about 
20 to 25 percent of the U.S. population. In addition, we are increasingly 
eating foods that are consumed raw or with minimal processing and often 
associated with foodbome illness. For example, according to the U.S. 
Department of Agriculture (USDA), leafy greens such as spinach, are the 
category of produce most likely to be associated with an outbreak, and the 
average consumer ate 2.4 pounds of fresh spinach in 2005 — a 180 percent 
Increase over 1992. 

In response to these increasing challenges, FDA and other agencies 
recently released plans that discuss the oversight of food safety. In 
November 2007, FDA released its Food Protection Plan, which sets forth 
FDA's framework for overseeing the safety of food.' Concurrently, a 
twelve-agency working group presented to the President its Action Plan 


'Depanmenl of Health and Human Service.s, U.S. Food and Drug Administration, Food 
Protection Plan (Washington, D.C., 2007). 
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for Import Safety,' which contains, among other things, recommendations 
for improving the safety of food imports entering the United States. Both 
plans spell out numerous actions FDA plans to tal<e to enhance food 
safety, including writing new food protection guidelines for industry and 
helping foreign countries improve their regulatory systems. The plans also 
request new legislative authorities. One requested legislative authority is 
for enhanced access to a food company’s records during food safety 
emergencies. Subsequently, FDA’s Science Board, an advisory board to the 
agency, released a report titled, FDA Science and Mission at Risk.^ This 
report, which is the focus of today’s hearing, concluded that FDA is not 
positioned to meet current or emerging regulatory needs, and stated that 
FDA does not have the capacity, such as staffing and technology, to ensure 
the safety of the nation’s food supply. In addition, the report found that 
FDA’s ability to provide its basic food system inspection, enforcement, and 
rulemaking functions is severely eroded, as is its ability to respond to 
outbreaks of foodbome illnesses in a timely manner and to develop and 
keep pace with the science needed to prevent food safety problems. The 
report stated that the system cannot be fixed using available resources, 
and its primary food safety recommendation was that FDA needs 
additional resources to fulfill its regulatory mandate. 

I will focus on four key points: (I) federal oversight of food safety is a 
high-risk area that needs a govemmentwide reexamination, (2) FDA has 
opportunities to better leverage its resources, (3) FDA’s Food P)'Otection 
Plan proposes some positive first steps but additional information on the 
plan’s strategies and resources can facilitate congressional oversight, and 
(4) tools such as a commission or chief operating officer can help agencies 
to address management challenges. This testimony is based on new and 
previously issued work. Today, GAO is also testifying on another FDA 
regulatory responsibility — inspections of medical device manufacturers.’ 
These and other recent testimonies on food and drug safety offer 
observations on FDA’s management capacity. 


“Interagency Working Group on Import Safety, Action Plan for Import Safely (Washington, 
D.C., 2007). 

^roA Science Board, Subcommittee on Sctience and Technology, FDA Science and Mission 
at Risk (Washington, D.C., November 2007). 

Medical Devices: Challenges for FDA in Condvcting Manufacturer Inspections, 
GAO-()8-128T (Washington, D.C.: Jan. 29, 2008). 
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To assess FDA’s Food Protection Plan, we interviewed FDA officials; 
reviewed pertinent statutes and reports; and evaluated the plan using a 
GAO guide for assessing agencies’ performance plans. To analyze data on 
FDA inspections, we examined data from FDA and determined that they 
were sufficiently reliable for our analyses. We also reviewed funding data 
from the Science Board and analyzed the data in real terms. To provide 
updated information on our previously issued reports, we gathered 
information on the status of our recommendations. We conducted our 
work in January 2008 in accordance with generally accepted government 
auditing standards. Those standards require that we plan and perfonn the 
audit to obtain sufficient, appropriate evidence to provide a reasonable 
basis for our findings and conclusions based on our audit objectives. We 
believe that the evidence obtained provides a reasonable basis for our 
findings and conclusions based on our audit objectives. 


Federal Oversight of 
Food Safety Is a High- 
Risk Area that Needs 
a Govemmentwide 
Reexamination 


While part of today’s hearing focuses specifically on FDA’s responsibilities 
for the oversight of food safety, it is important to note that FDA is one of 
15 federal agencies that collectively administer at least 30 laws related to 
food safety. This fragmentation is a key reason we designated federal 
oversight of food safety as a high-risk area. Two agencies have primary 
responsibility — FDA is responsible for the safety of virtually all foods 
except for meat, poultry, and processed egg products, which are the 
responsibUity of USDA. In addition, among other agencies, the National 
Marine Fisheries Service (NMFS) in the Department of Commerce 
conducts voluntary, fee-for-service inspections of seafood safety and 
quality; the Environmental Protection Agency (EPA) regulates the use of 
pesticides and maximum allowable residue levels on food commodities 
and animal feed; and the Department of Homeland Security is responsible 
for coordinating agencies’ food security activities. This federal regulatory 
system for food safety, like many other federal programs and policies, 
evolved piecemeal, typically in response to particular health threats or 
economic crises. 


In January 2007, we added the federal oversight of food safety to our High- 
Risk Series, ‘ which is intended to raise the priority and visibility of 
government programs that are in need of broad-based transformation to 
achieve greater economy, efficiency, effectiveness, accountability, and 
sustainability. Over the past 30 years, we have reported on issues — for 


^GAO, High-Risk Series: An Update, GA()-07-;'H0 (Washington, D.C.: Jan. 31, 2007)- 


Page 3 


GAO-08-435T FDA's Ff>od Safety Program 




122 


example, the need to transform the federal oversight framework to reduce 
risks to public health as well as the economy — that suggest that the federal 
oversight of food safety could be designated as a high-risk area. The 
fragmented nature of the federal food oversight system calls into question 
whether the government can plan more strategically to inspect food 
production processes, identify and react more quickly to outbreaks of 
foodbome illnesses, and focus on promoting the safety and integrity of the 
nation’s food supply. 

While we have reported on problems with the federal food safety system — 
including inconsistent oversight, ineffective coordination, and inefficient 
use of resources — most noteworthy for today’s hearing is that federal 
expenditures for the oversight of food safety have not been commensurate 
with the volume of foods regulated by the agencies or consumed by the 
public. We have reported that four agencies — USDA, FDA, EPA, and 
NMFS — spent a total of $1.7 billion on food safety-related activities in 
fiscal year 2003.® USDA and FDA were responsible for nearly 90 percent of 
those federal expenditures. However, the majority of federal expenditures 
for food safety inspection were directed toward USDA’s programs for 
ensuring the safety of meat, poultry, and egg products even though USDA 
is responsible for regulating only about 20 percent of the food supply. In 
contrast, FDA accounted for only 24 percent of exiienditures even though 
it is responsible for regulating about 80 percent of the food supply. 

Others have called for fundamental changes to the federal food safety 
system overall. In 1998, the National Academy of Sciences concluded that 
the system is not well equipped to meet emerging challenges.^ In response 
to the Academy’s report, the President established a Council on Food 
Safety which released a Food Safety Strategic Plan in January 200 1. The 
plan recognized the need for a comprehensive food safety statute and 
concluded, “the current organizational structure makes it more dilficult to 
achieve future improvements in efficiency, efficacy, and allocation of 
resources based on risk.” 

While many of the recommendations we made have been acted upon, a 
fundamental reexamination of the federal food safety system is warranted. 


®GAO, Overseeing tiie U.S. Food Supply: St^ Should he Taken to Reduce Overlapping 
Inspections and Related Activities, (Washington, D.C,: May 17, 2005). 

‘Institute of Medicine, Ensurirtg Safe Food from Production lo Consumption 
(W’ashington, D.C., 1^). 
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Taken as a whole, our work indicates that Congress and the executive 
branch can and should create the environment needed to look across the 
activities of individual programs within specific agencies, including FDA, 
and toward the goals that the federal government is trying to achieve. To 
that end, we have recommended, among other things, that Congress enact 
comprehensive, uniform, and risk-based food safety legislation and 
commission the National Academy of Sciences or a blue ribbon panel to 
conduct a detailed analysis of alternative organizational food safety 
structures.® We have also recommended that the executive branch 
reconvene the President’s Council on Food Safety to facilitate interagency 
coordination on food safety regulation and programs. According to 
documents on the councU’s Web site, the current administration has not 
reconvened the council. 

These actions can begin to address the fragmentation in the federal 
oversight of food safety. Going forward, to build a sustained focus on the 
safety and integrity of the nation’s food supply, Congress and the 
executive branch can integrate various expectations for food safety with 
congressional oversight and through agencies’ strategic planning 
processes, including FDA’s. We have previously reported that the 
development of a govemmentwide performance plan that is mission- 
based, is results-oriented, and provides a cross-agency perspective offers a 
framework to help ensure agencies’ goals are complementary and 
mutually reinforcing. Further, with pressing fiscal challenges, this plan can 
help decision makers balance trade-offs and compare performance when 
resource allocation and restructuring decisions are made. 


FDA Has 
Opportunities to 
Better Leverage its 
Resources 


In response to the nation’s fiscal challenges, agencies may have to explore 
new approaches to achieve their missions, and we have identified options 
for FDA to better leverage its resources. Efficient use of resources is 
particularly important at FDA because, while its food safety workload has 
increased in the past decade, resources have not kept pace. FDA has 
proposed actions toward implementing some of these options. 

Our analysis of FDA data shows that while FDA received increased 
funding for new bloterrorism-related responsibilities in 2003, subsequent 
staffing levels and fimding have not kept pace with the agency’s growing 


®GA(), Food Safety and Security: F'undamentat Oianges Needed to Ensure Safe Food, 
(iA()-()2-47r (Washington, D.C.: OcL 10, 2001). 
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responsibilities. Specifically, the number of FDA-regulated domestic food 
establishments increased more than 10 percent from fiscal years 2003 to 
2007 — from about 58,260 in 2003 to about 65,520 in 2007. Additionally, 

FDA notes that there have been dramatic changes in the volume, variety, 
and complexity of FDA-regulated products arriving at U.S. ports, and 
recently reported that the number of food import entry lines has tripled in 
the past ten years.® Meanwhile, staffing for FDA’s Center for Food Safety 
and Applied Nutrition (CFSAN) has decreased. According to the Science 
Board, the number of staff years for CFSAN operations cit headquarters 
dropped about 14 percent, from 950 in fiscal year 2003 to 812 m fiscal year 
2006. During that same time period, field-based staff responsible for 
carrying out inspection and enforcement activities for CFSAN-reguiated 
products dropped by 255 staff years, or about 11.5 percent — fix)m 2,217 in 
fiscal year 2003 to 1,962 in fiscal year 2006. In addition, while CFSAN- 
related funding at headquarters and in the field increased from $407 
million in fiscal year 2003 to $439 million in fiscal year 2006, this 
represents a decrease in real terms from about $457 million to about $451 
million during that period. One consequence is that foreign inspections 
have declined: GAO analysis of FDA data shows that inspections of foreign 
food firms, which number almost 190,000, decreased from 211 in fiscal 
year 2001 to fewer than 100 in fiscal year 2007. The Science Board 
considered the funding issues to be more acute for CFSAN than for other 
FDA programs: unlike the FDA programs responsible for drugs, biologies, 
and medical devices, which charge manufacturers hundreds of millions of 
dollars in user fees each year, CFSAN is not authorized to charge user fees 
for its services. 

Recent GAO work has identified opportunities for FDA to better leverage 
its resources. Specifically, in 2004 we reviewed FDA’s imported seafood 
safety program and identified several options that FDA could consider to 
augment its resources and enhance Its current program.'® We found that 
FDA’s seafood safety program had shown some progress from a 2001 
review. For example, FDA increased its laboratory testing of seafood 
products at ports of entry from less than 1.0 percent in fiscal year 1999 to 
about 1.2 percent in fiscal year 2002. We also recommended several 


^According to FDA, an entry line is each portion of an import shipment that, is listed as a 
separate item on an entry document. Items in an import entry having different tariff 
descriptions must be listed separately. 

’®GAO, Food Safely: FDA's Imported Seafood Safety Proffmm Shows Some Progress, but 
Further Improvements Are Needed, G.M>-0-l-24(t (Washington, D.C.: Jan. 30, 2004). 
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options for enhancing FDA’s oversight of seafood while leveraging outside 
resources. Some of these options are presented in FDA’s Food Protection 
Plan. We recommended that FDA: 

• Make it apriority to establish equivalence agreements with other 
countries. Subject to its jurisdiction, FDA could certify that countries 
exporting food products to the United States have equivalent food safety 
systems before food products from those countries can enter the United 
States. Such agreements would shift some of FDA’s oversight burden to 
foreign governments. While FDA has not yet established equivalence 
agreements with any foreign countries, the Food Protection Plan requests 
that Congress allow the agency to enter into agreements with exporting 
countries to certify that foreign producers' shipments of designated high- 
risk products comply with FDA standards. 

• Explore the potential for certifying third-party inspectors. FDA could 
consider developing a program that uses certified third-party inspectors to 
conduct inspections on its behalf, both at foreign processing firms and 
domestic importers of seafood. FDA’s Food Protection Plan requests 
authority from Congress to accredit third parties to conduct voluntary 
inspeaions for foods, and FDA officials told us that they envision using 
third-party inspectors to inspect foreign facilities, where FDA conducts 
few inspections. If FDA receives this authority, it can take lessons from its 
own implementation of third-party inspection programs for medical device 
manufacturing establishments. As we are reporting in a separate statement 
today, few inspections of these establishments have been conducted 
through FDA’s two accredited third-party inspection programs. 

• Consider accrediting private laboratories to test seafood. Currently, FDA 
does not accredit or use any private laboratories to collect or analyze 
seafood samples. However, for some seafood violations, it allows seafood 
firms to use private laboratories to provide evidence that imported 
seafood previously detained because of safety concerns is now safe and 
can be removed from the detention list at the port of entry. We 
recommended that FDA consider accrediting private laboratories because 
it could leverage outside resources while providing FDA greater assurance 
about the quality of the laboratories importers use to demonstrate that 
their products are safe. FDA has not formally changed its policies or 
practices, but the Action Plan for Import Safety notes that FDA intends to 
issue guidance by mid-2008 on sampling and testing of imported products, 
including the use of accredited private laboratories submitting data to 
FDA on food safety. 
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• Develop a Tnemorandum of understanding with the National Oceanic 
and Atmospheric Administration (NOAA) to use NOAA’s Seafood 
Inspection Program resources to complete inspections on FDA ’s behalf. 
NOAA officials said that they could provide various services to augment 
FDA’s regulatory program for imported seafood, including inspection, 
training, and product sampling services. FDA has been working on a 
program to refer certain export-related work to NOAA, and it is in 
discussions with NOAA about commissioning its inspectors, but to date, 
nothing is finalized or operational. 

We have not reviewed these actions to determine whether they adequately 
address our recommendations. 

We separately reported on overlaps we identified in the federal oversight 
of food safety, such as overlapping inspection and training activities that 
exist among the agencies conducting food safety functions.^' Such 
overlaps mean that federal agencies are spending resources on similar 
activities, which may waste scarce resources and limit effectiveness. 
Specifically, we found that FDA food safety activities may overlap with, if 
not duplicate, the efforts of other agencies, including USDA and NMFS. 
P'DA could take practical steps to reduce overlap and duplication and 
thereby free resources for more effective oversight of food safety, but FDA 
has made little progress since our report. For example: 

• Domestic inspections. In fiscal year 2003, FDA and USDA spent most of 
their food safe^ resources — about $000 million — on inspection and 
enforcement activities. A portion of these activities included overlapping 
and even duplicative inspections of 1,451 domestic food-processing 
facilities that produce foods regulated by both agencies. Under authority 
granted by the Bioterrorism Act of 2002, FDA could authorize USDA to 
inspect these facilities on its behalf, but FDA has not yet reached an 
agreement with USDA to do this. We recommended that, if cost effective, 
FDA enter into an agreement to commission USDA inspectors at jointly 
regulated facilities. FDA told us that they are working with USDA to 
consider which products might be covered by each agency under such an 
agreement. 


“GAO, Oversight of Food Safety AcMviiies: Federal Agencies Should Pursue, 
Opportunities to Reduce Overlap and Better Leverage Resources, (i.AC.MlM!:! 
(Washington, D.C.: Mar. 30, 2005). 

’“PubJic Health Security and Biolerrorism Preparedness and Response Act of 2002, Ihib. L. 
No. 107-188, 116 Stat. 594. 
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Import inspections. FDA and USDA both inspect shipments of imported 
food at ports of entry and also visit foreign countries that export food to 
the United States. We found that both FDA and USDA maintain inspectors 
at 18 U.S. ports of entry to inspect imported food. In fiscal year 2003, FDA 
spent more than $115 million on imported food inspections, and USDA 
spent almost $16 million. The two agencies do not share inspection 
resources at these ports. Although USDA maintains a daily presence at 
these facilities, the FDA-regulated products may remain at the facilities for 
some time awaiting FDA inspection. Further, FDA conducted inspections 
in 6 of the 34 countries that USDA evaluated in 2004 to determine whether 
their food safety systems for ensuring the safety of meat and poultry are 
equivalent to that of the United States. We recommended that FDA 
consider the findings of USDA’s foreign country equivalence agreements 
when determining which countries to visit. In their response to our 
recommendation, the agency noted that they will consider USDA’s foreign 
country evaluations when making such determinations. 

Inspectors’ training. FDA and USDA spend resources to provide similar 
training to food inspection personnel. FDA spent about $1.6 million and 
USDA spent $7.8 million in fiscal year 2003. We found that, to a 
considerable extent, food inspection training addresses the same subjects, 
such as plant sanitation and good manufacturing practices. WhQe other 
agencies have consolidated trying activities that have a common purpose 
and similar content, FDA and USDA have not. We recommended that 
USDA and FDA consider joint training programs, but to date, FDA has told 
us that they have identified no training needs common to both agencies. 


FDA’s Food Protection 
Plan Proposes Some 
Positive First Steps, 
but Additional 
Information on the 
Plan’s Strategies and 
Resources would 
Facilitate 
Congressional 
Oversight 


FDA’s Food Protection Plan proposes several positive first steps that are 
intended to enhance food safety oversight, including requesting several 
authorities recommended by GAO, but more specific information about its 
strategies and the resources needed to implement the plan would facilitate 
congressional oversight. Positively, FDA’s Food Protection Plan aims to 
shift the agency’s focus to prevention of foodbome illness instead of 
intervention after contamination and resulting illnesses occur — an 
important shift given that experts consider prevention to be a core 
element of an effective food safety system. FDA says that its key 
prevention steps are promoting corporate responsibility, identifying food 
vulnerabilities, assessing risks, and expanding its understanding and use of 
effective mitigation measures. 

In addition to the actions we discuss earlier to address resource 
constraints, FDA’s Food {Protection Plan requests other authorities to 
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enhance oversight of food safety that begin to respond to prior GAO 
recommendations. Specifically, the plan requests authority for FDA to: 

Order food recalls. The Food Protection Plan requests the authority to 
order a recall when FDA has reason to believe that food is adulterated and 
presents a threat of serious adverse health consequences or death, to be 
imposed only if a company refuses or unduly delays conducting a 
voluntary recall. Currently, food recalls are largely voluntary — federal 
agencies responsible for food safety, including FDA, have no authority to 
compel companies to recall contaminated foods, with the exception of 
FDA’s authority to require a recall for infant formula. FDA does have 
authority, through the courts, to seize, condemn, and destroy adulterated 
or misbranded food under its jurisdiction and to disseminate infonnation 
about foods that are believed to present a danger to public health. 
However, government agencies that regulate the safety of other products, 
such as toys and automobile tires, have recall authority not available to 
FDA for food and have had to use their authority to ensure that recalls 
were conducted when companies did not cooperate. These agencies have 
the authority to require a company to notify the agency when the company 
has distributed a potentially unsafe product, order a recall, establish recall 
requirements, and impose monetary penalties if a company does not 
cooperate. In a report and testimony before this subcommittee, we noted 
that limitations in the FDA’s food recall authorities heighten the risk that 
unsafe food will remain in the food supply and have proposed that 
Congress consider giving FDA similar authorities. While FDA’s Food 
Pivtection Plan requests mandatory recall authority, this request could 
also include recall authorities held by other agencies, including 
establishing recall requirements and imposing penalties for 
noncompliance. FDA officials noted that while recall requirements and 
penalties for noncompliance were not explicitly stated in the Food 
Protection Plan, they are encompassed in the request. Further, the plan 
does not propose a definition of “undue delay” by a company, another 
critical element of recall authority given that timing is essential in reacting 
to outbreaks, and delays can cost lives. 

Issue additional preventive controls for high-risk foods. FDA is 
requesting explicit authority from Congress to issue regulations requiring 


‘^G AO, Food Safety: USDA and. FDA Need to Better Ensure Prompt and Complete Recalls 
of Potenliatty Vnsofe Food, GAO-05-51 (Washington, D.C.: Oct. 6, 2004) and Federal 
Oversight of Food Safety: High RLsk Designation Can Bring AUenlion to Limitatiom in 
the Federal Government’s Food Recall Programs, GAO-()7-785'r (Washington, D.C.: Apr, 24, 
2007). 
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foods that have been associated with repeated instances of serious health 
problems or death to be prepared, packed, and held under a system of 
preventive food safeQ^ controls. According to FDA, this would clarify the 
agency’s ability to require industries to implement preventive Hazard 
Analysis and Critical Control Point (HACCP) systems, which it currently 
requires for companies that process seafood and juice. HACCP systems 
are designed to improve food safety by having industry identify and 
control hazards in products before they enter the market. FDA officials 
told us that they are asking for explicit authority to put measures in place 
for other high-risk foods, such as leafy greens. Officials told us that this 
request, if granted, would allow the agency to focus its preventive efforts 
on foods that present the highest risk for contamination, consistent with 
the agency’s risk-based focus. However, others have expressed concern 
that requiring a history of repeated outbreaks before issuing preventive 
controls would not allow FDA to proactively establish regulations for 
foods before they cause additional illnesses. 

While FDA officials have acknowledged that implementing the Food 
Protection Plan will require additional resources, FDA has not provided 
specific information on the resources it anticipates the agency will need to 
implement this plan. For example, the Food Election Plan proposes to 
develop food protection guidelines for industry: however FDA’s Science 
Board reported that modernizing safety standards for fresh produce and 
other raw’ foods and developing and implementing inspection programs 
could cost $210 million. Additionally, the Food Protection Plan proposes 
to enhance FDA’s information technology systems related to both 
domestic and imported foods which the Science Board report suggests 
could cost hundi^ds of millions of dollars. FDA officials have declined to 
provide specific information on how much additional funding it believes 
will be necessary to implement the Food Protection Plan, vSaying that 
finalizing the amounts will take place during the budget process. Similarly, 
the Food Protection Plan does not discuss the strategies it needs in the 
upcoming years to implement this plan. FDA officials told us that they 
have internal plans for implementing the Food Protection Plan that detail 
timelines, staff actions, and specific deliverables. While FDA officials told 
us they do not intend to make these plans public, they do plan to keep the 
public informed of their progress. Without a clear description of resources 
and strategies, it will be difficult for Congress to assess the likelihood of 
the plan’s success in achieving its intended results. 
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Tools that Agencies 
Can Use to Address 
Management 
Challenges 


The Science Board cites numerous management challenges that have 
contributed to FDA’s inability to fulfill its mission, such as a lack of a 
coherent structure and vision, insufficient capacity in risk assessment, and 
inadequate human capital recruitment and retention. The Science Board 
also noted that public confidence in FDA’s abilities has diminished. In light 
of these challenges, we have identified through other work some tools that 
can help agencies improve their performance, which may also be relevant 
to FDA. 


For example, we reported on the use of a Chief Operating Officer 
(COOyChief Management Officer (CMO) as one way to address 
longstanding management problems that are undermining agencies’ 
abiiities to accomplish their missions and achieve results.''* Agencies with 
such challenges, including FDA, could benefit from a senior leader serving 
as a COO/CMO who can elevate, integrate, and institutionalize 
responsibility for key management functions. While GAO has long 
advocated the need for a COO/CMO position at the Department of Defense 
and the Department of Homeland Security, a relatively stable or small 
organization could use the existing deputy or related position to carry out 
the role. In addition to GAO. a number of other organizations have 
supported the need for the creation of COO/CMO positions in federal 
agencies. McKinsey & Company recommended that a COO be established 
in many federal agencies as the means to help those agencies successfully 
achieve transformation.'® In addition, a working group within the National 
Academy of Public Administration (NAPA) recommended creating COO 
positior\s in federal agencies to oversee the full range of management 
functions, including procurement, finance, infom\ation technology, and 
human capital.'® 

Another tool that can help federal agencies address their management 
challenges is a well-designed commission that can produce specific 
practical recommendations that Congress can enact, For example, 


'^Sec for example, GAO. A Call for Stewardship: ETtfuincing the Federal Gor^emment's 
Ability to Address Key Fiscal and Other Slst Century Challenges, GA()-08-93SP 
(Washin^n 1).C.; November 2007) and Organizatiorial Transformation: Implementing 
Chief Operating OJ^cer/Qiigf Management Officer Positions in Federal Agencies, 
GAO-DS-lH (Washington, D.C.: Nov. 1, 2007). 

‘®McKinsey & Company, How Can American Government Meet its Productivity 
Challenge? (July 2006). 

*®N APA, Moving from Scorecard to Strategic Partner: Improving Financial Management 
in the F'ederal Government (October 2006). 
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Congress created the National Commission on Restructuring the Internal 
Revenue Service (IRS) ^ 1^5 to review current practices at IRS and 
report on requirements for improvement. Congress subsequently passed 
the IRS Restructuring and Reform Act of 1998, which was influenced by 
the Commission’s report, and reorganized the structure and management 
of IRS, revised the mission of IRS, and mandated numerous other detailed 
changes.’’ Based on our recent analysis of several commissions, there are 
several critical success factors that can be appUed to ensure a 
commission’s success including:’® 

• A statutory basis loith adequate authoj'ity. When provided with a clear 
mandate and adequate authority, a commission can comprehensively 
access and analyze information related to a given policy issue and thereby 
provide more informed policy options for the President and Congress to 
consider. 

■ A clear purpose and timeframe. A commission should have a clear 
purpose for its objectives and activities to help guide the members in 
carrying out their responsibilities. In addition, a fixed agenda and 
timeframe can help keep a commission focused and on track. However, a 
commission should have a broad enough scope to help ensure it has the 
authority to address all the issues necessary in order to come up with a 
comprehensive and Integrated solution without encountering any 
constraints in the process as to what it can or cannot consider. 

• Key leadership support. Institutional leadership, commitment, and 
support from the President and Congress are necessary to help a 
commission succeed. 

• An open and transparent process. By having an open and transparent 
process, such as public hearings, a commission can help build consensus 
among the public for its goals by gaining their input and support. 

• A balanced and capable membership. Balanced and capable membership 
can help lessen political influences and build consensus among the 
commission members when carrying out its purpose. Specifically, a 
commission should involve current or former Members of Congress as 
well as experts and professionals on the topic. Current or former elected 


L No. I0&-206 (July 22, 1998). 

’®GAO, Long-Term Fiscal OiaUenge: Comments on the Bipartisan Task Force for 
RespoTisibleFiscalActionAct, GAO-OS-23yT (Washington, D.C.: Oct. 31, 2007). 
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officials can ensure viability of a commission’s legislative proposes due to 
their experience. 

Accountability. Clear accountability for a commission can help foster 
specific, useful outputs that could help inform the public and provide 
specific policy options and, hopefully, recommendations for Congress and 
the President 

Resources. The success of the commission is dependent on having the 
adequate resources to carry out its purpose and any potential 
recommendations. 

Generally, one concern regarding commissions may be whether or not 
there is sufficient buy-in from key stakeholders on the purpose of the 
commission along with a commitment to act on any resulting 
recommendations. Any recommendations by a commission in a final 
report are generally advisory in nature and may not automatic^ly result in 
any public policy changes. Congressional action through subsequent 
legislation with Presidential support may be necessary for the 
commission’s recommendations to be implemented and for any changes to 
occur. 


Food safety concerns not only continue but will likely become more 
urgent in view of changing demographics and consumption patterns. 
Clearly, FDA plays a critical role in the federal oversight of food safety 
because of the breadth of its responsibilities. Thus its ability to carry out 
those responsibilities is necessary to help ensure the safety of the nation’s 
food supply in the most efficient, effective, accountable, and sustainable 
way. Nevertheless, in light of the federal government’s long-term fiscal 
challenges, agencies, including FDA, need to seek out opportunities to 
better leverage their resources. FDA’s Food Protection Plan is a step in the 
right direction and proposes to implement many of the recommendations 
made by GAO. However, additional information on the strategies and 
resources needed to implement the plan can help Congress assess the 
likelihood of its success. Further, concerns over FDA’s management 
challenges, such as those identified by the Science Board could hinder the 
implementation of the plan. Tools such as commissions and positions like 
a COO/CMO can help agencies address management challenges and make 
needed progress to achieve their missions. Continued congressional 
oversight, including today’s hearing, and additional legislative action are 
key to achieving that progress and to promoting the safety and integrity of 
the nation’s food supply. 
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Mr. Chairman, this concludes my prepared statement I would be pleased 
to respond to any questions that you or other Members of the 
Subcommittee may have. 
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Mr. Stupak. Thank you, and thank you for your testimony. 

Dr. Porter, your opening statement, please. 

STATEMENT OF DONNA V. PORTER, PH.D., R.D., SPECIALIST IN 

FOOD SAFETY AND NUTRITION, DOMESTIC SOCIAL POLICY 

DIVISION, CONGRESSIONAL RESEARCH SERVICE 

Ms. Porter. Thank you, Mr. Chairman. I would like to thank 
you and the members of the subcommittee for inviting me to speak 
today. My name is Donna Porter. I am a specialist in food safety 
and nutrition in the Domestic Social Policy Division of the Congres- 
sional Research Service. I am accompanied today by my colleagues, 
Judith Johnson, Susan Thaul and Erin Williams. Today, CRS is re- 
leasing a report that is a 28-year history of the FDA’s budgetary 
and stetutory authority. I would ask that the full report be in- 
cluded in the hearing record. 

CRS takes no position on whether the FDA has the necessary re- 
sources to meet its statutory responsibilities. However, the report 
that we have prepared examines the agency’s budget and increas- 
ing statutory authority since 1980. It is intended to help inform the 
debate on whether FDA’s budget has kept pace with the increasing 
demands that have been placed on the agency. 

In response to the CRS request for historic data, FDA cited con- 
straints on its staff time and indicated it would only be able to pro- 
vide data to us for very recent years. The data in the report that 
we have completed was taken from the annual FDA Budget Jus- 
tification documents, which despite some limitations provide rea- 
sonably consistent information over time. 

I would like to describe four figures that are in the report that 
I feel illustrate how the agency has fared in the last quarter-cen- 
tury. Figure 1 shows the 28-year history of the FDA budget and 
FTEs. Direct congressional appropriations to the agency, adjusted 
for inflation, doubled during the time period that we looked at. 
Over that same time, FDA received a 12-fold increase in other 
funds, primarily user fees. As a result, the overall FDA budget in 
fiscal year 2007 is 2 V 2 times what it was in fiscal year 1980. 

Personnel, measured as full-time equivalent positions, or FTEs, 
reflects a similar impact of user fees. Comparing the fiscal year 
1980 budget with fiscal year 2006 budget, the last year for which 
complete FTE data was available, budget authority-funded FTEs 
stayed about the same and the FTEs funded by user fees increased 
4-fold. Overall, there was a 19 percent increase in total FTEs. 

In general, direct appropriations have either been in line with in- 
flation or have gradually increased over time. The exception was in 
fiscal year 2002, when Congress increased direct appropriations to 
FDA by 23 percent in response to the domestic terrorist attacks 
and the anthrax scare. 

In figure 2, we have presented the FDA’s food budget and FTEs, 
and let me just say parenthetically the figures in my testimony are 
numbered differently in the full report when you go to the full re- 
port. Overlaid on this graph are the 11 major statutes that were 
added to responsibilities to the food program since 1980. Funding 
of the foods programs does not include user fees, as you are all well 
aware. The slight budget increases in the early 1990s can be attrib- 
uted to the passage of the Nutritional Labeling and Education Act 
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and the somewhat larger increase in the late 1990s can he attrih- 
uted to former President Clinton’s Food Safety Initiative. Funding 
increased markedly following the 2001 domestic terrorist attacks 
hut since then the foods budget has remained flat at its higher 
level. 

In figure 3, we have the human drugs budget and FTEs with an 
overlay of the 14 new major statutes adding responsibility to its 
program. This provides an interesting contrast to the food pro- 
grams’ grab that we just looked at because of the impact of user 
fees that have primarily supported drug review. The apparent in- 
crease in FTEs and dollars in fiscal year 1983 through fiscal year 
1987 reflects an agency reorganization that combined human drugs 
and biological activities during that 5-year period. We determined 
there was no way to decipher how much was spent in each area 
during those years so we just left them combined. 

Starting in fiscal year 1994, user fees, which are the upper parts 
of the bars that you are looking at, have become an increasingly 
proportion of the overall resources available for human drugs while 
at the same time congressional appropriations have remained rel- 
atively flat. This figure also shows with the growing gap between 
the two FTEs that the overall increase in human drugs personnel 
is supported by user fees. 

Finally, figure number 4 shows some information about FDA’s 
research program, which supports its regulatory mission. The fig- 
ure represents a 15-year history of FDA research spending in the 
five major areas: foods, human drugs, biologies, animal drugs and 
devices. Overall, the FDA research budget in fiscal year 2007 has 
declined by about 50 percent since fiscal year 1993. Unfortunately, 
this was as far back as the data was available for us to use. 

Mr. Chairman, that completes my testimony. My colleagues and 
I would be pleased to address any questions that you and the com- 
mittee may have. 

[The prepared statement of Dr. Porter follows:] 
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Thank you, Mr, Chairman and Members of the Committee, for this opportunity to speak before 
you. My name is Donna Porter, Specialist in Food Safety and Nutrition, Congressional Research 
Service. I am accompanied by Judith Johnson, Susan Thaul, and Erin Williams. Today, CRS is 
releasing a report that is a 28-year history of the FDA’s budget and statutory authority. I would ask 
that the full report be included in the hearing record. 

CRS takes no position on whether the FDA has the necessary resources to meet its statutory 
responsibilities. The report examines the agency's budget and increasing statutory authority since 
1980. It is intended to help inform the debate on whether FDA’s budget has kept pace with the 
increasing demands placed on the agency. 

In response to the CRS request for historical data, FDA cited constraints on its staff time and 
indicated it would only be able to provide data for recent years. The data in the report are taken 
from the annual FDA Budget Justification documents, which, despite some limitations, provide 
reasonably consistent information over time. 

Four figures from the report illustrate how the agency has fared in the last quarter century. 
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Figure 1 shows the 28-year history of the FDA budget and FTEs. Direct congressional 
appropriations (budget authority) to the agency, adjusted for inflation, doubled over the past quarter 
century. Over the same time, FDA received a 12-fold increase in other funds, primarily user fees. 
As a result, the overall FDA budget in FY2007 is 2 Vz times that in FY1980. 

Personnel, measured as full-time equivalent positions— FTEs, reflects a similar impact of user 
fees. Comparing FY1980 with FY2006, the last year with complete FTE data, budget authority- 
funded FTEs stayed about the same, and FTEs funded through user fees increased 4-fold. Overall, 
there was a 19% increase in total FTEs. 

In general, direct appropriations have either been kept in line with inflation or gradually 
increased over time. The exception was in FY2002, when Congress increased direct appropriations 
to FDA by 23%, in response to the domestic terrorist attacks and the anthrax scare. 
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Figure 2 shows the FDA’s Foods budget and FTEs. Overlaid on the graph are the 1 1 statutes 
that added responsibilities to the program since 1980. Funding of the Foods program does not 
include user fees. The slight budget increase in the early 1 990s was in response to the passage of 
Nutrition Labeling and Education Act and the somewhat larger increase in the late 1990s can be 
attributable to former President Clinton’s food safety initiative. Funding increased markedly 
following the 200 1 domestic terrorist attacks, but since then the Foods budget has remained flat at its 
higher level. 
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Figure 3 shows the Human Drugs budget and FTEs, with an overlay of the 14 new statutes 
adding responsibility to the program. It provides an interesting contrast to the Foods program graph 
because of the impact of user fees, which primarily support drug review. The apparent increase in 
FTEs and dollars in FY1983 through FYI987 reflects an agency reorganization that combined 
Human Drugs and Biologies activities during these five years. 

Starting in FY1994, user fees — the upper section of the bars — have become an increasing 
portion of the overall resources available for Human Drugs, while congressional appropriations 
remained relatively flat. This figure also shows — with the growing gap between the FTE lines — 
that the overall increase in Human Drugs personnel is supported by user fees. 
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FDA conducts a research program that supports its regulatory mission. Figure 4 provides a 1 5- 
year history of FDA research spending in the five major activity areas: Foods, Human Drugs, 
Biologies, Animal Drugs, and Devices. Overall the FDA research budget in FY2007 has declined 
by about 50 % since FY1993. 


Mr. Chairman, that concludes my testimony. My colleagues and I would be pleased to address 
any questions that you and the Committee may have. 
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Mr. Stupak. Thank you, and thank you all for your testimony. 

Dr. Crosse, let me start with you, if I may. Did your audit find 
that one database at the FDA showed that their foreign inspec- 
tions, the roughly 3,000 that there be in existence, roughly 3,000 
foreign firms and another database showed there is approximately 
7,000 foreign firms sending drugs here to this country? 

Ms. Crosse. That is correct. One system showed about twice as 
many firms shipping drugs to the United States as were registered 
in the other system. 

Mr. Stupak. OK. And your report also found the FDA was hav- 
ing significant difficulty with their statutory mandate regarding 
these drug inspections. In fact, despite the experts telling this com- 
mittee that drug firms should be inspected about once every 2 
years, your audit found that overseas FDA was only able to inspect 
on an average of once every 13 years? 

Ms. Crosse. That is correct. We estimate that without any 
growth in the number of firms overseas, at the current rate they 
would only be able to get there about once every 13 years. 

Mr. Stupak. OK, and then in medical devices, FDA by statute 
again is supposed to inspect firms every 2 years domestically and 
that has taken as much as 6 years to inspect high-risk firms mak- 
ing class III devices? 

Ms. Crosse. That is correct. The firms that are making such de- 
vices as cardiac stents and the catheters that are used in 
angioplasty procedures, and pacemaker electrodes, those firms are 
being inspected about once every 6 years. 

Mr. Stupak. OK, and then class II medical devices, they are 
being inspected about once every 27 years? 

Ms. Crosse. At their current rate, they are getting there about 
once every 27 years. That is correct, for the foreign firms. 

Mr. Stupak. So if I am the FDA Commissioner, I am trying to 
figure out what to do, would it be smarter then to use the limited 
resources — we heard a lot about resources in the last panel and I 
know you sat through these panels. Would it be smarter then to 
direction to class III or to class II, or can you not do it that way, 
prioritize it by severity or health risk of the device being implanted 
in a human body? 

Ms. Crosse. Well, I think they are doing some prioritization. 
Clearly they are putting more resources into getting to the class III 
device establishments more frequently than the class IIs but they 
are not making that choice completely to go to the class III facili- 
ties, to get to all of the class III facilities before they do class IIs. 
That is a choice they have not made. 

Mr. Stupak. Well, the FDA recently announced last week that 
they are going to establish offices overseas and especially like 
China and India. Does the FDA have the regulatory authority over- 
seas to do what has to be done for a class II or class III medical 
device inspection? Is there some question about that? 

Ms. Crosse. Well, certainly they don’t have the same authority 
to demand entry at a facility overseas as they do in the United 
States but they do have the ability to stop those products from 
being imported if those manufacturers do not cooperate in an FDA 
inspection. I think it is a very positive thing that they are trying 
to establish some presence overseas because part of what these 
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staff in the countries could do is just to verify the information that 
is in the registration system to even determine what facilities exist, 
where they are located and what they are making. 

Mr. Stupak. Well, besides just establishing an office overseas, 
should you not have some kind of verification system of manufac- 
turing practices and certify the plant or the labs that are producing 
these devices, especially for a class III device? 

Ms. Crosse. We certainly think the inspections are absolutely 
needed as well. It is not just the verification. We believe that they 
do need to be inspecting facilities at the manufacturing site. 

Mr. Stupak. Thank you. 

Ms. Shames, let me ask you this. On page 11 of your testimony, 
and you repeated it but I just want to — ^you note, and I am quoting, 
“FDA officials have declined to provide specific information on how 
much additional funding it believes will be necessary to implement 
the Food Protection Plan, saying that finalizing the amounts will 
take place during the budget process.” Do you have any confidence 
that what will be proposed in the budget process will be anything 
close to what may actually be needed to implement these plans? 

Ms. Shames. Well, of course we will have to see what does come 
out in the President’s budget that will be released in February. 
Just give some examples again from the Science Board, to update 
some of the guidelines, the food safety guidelines that we are talk- 
ing about, the Science Board estimates that it will cost over $200 
million. To update the IT system that was discussed earlier, they 
said that it would cost hundreds of millions of dollars. So FDA ac- 
knowledges that it is going to cost more money but does not pro- 
vide any specifics. 

Mr. Stupak. In the past couple years’ budget areas that you 
looked at, has the FDA ever asked for a significant amount of 
money to improve or implement these plans? 

Ms. Shames. Well, in fact, the appropriations have gone up 
slightly on the food side. In nominal terms they have gone up 
slightly. In real terms they have actually declined. The point that 
we have noted over the last couple of years is that GAO has made 
numerous recommendations where FDA could leverage its scarce 
resources by working with USDA to work jointly with some of the 
training and some of the inspections. FDA can bring in other par- 
ties as part of the food inspection, for example, looking for equiva- 
lence agreements. It is only now in the Food Protection Plan that 
was released a couple of months ago that FDA appeared to be mov- 
ing forward with that. 

Mr. Stupak. Dr. Porter, let me ask you, if I may, on page 11 of 
your report is the following statement: “Some members of Congress 
have also expressed concern over FDA funding level and have 
voiced their frustration at the inability to obtain clarification from 
the agency on the adequacy of the FDA budget.” Your report then 
goes on to describe that many FDA commissioners have while in 
their official positions said that the agency does not need resources 
yet when they leave the agency they tell a different story. In fact, 
you quote former Commissioner Donald Kennedy who said the fol- 
lowing, and I quote, “I hope you and your staff will be diligent in 
pursuing FDA resource needs but you may have to rely on grizzly 
veterans like me because budget authorities at HHS and 0MB spe- 
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cifically prohibit present officials in the agency from speaking out 
publicly about the need for more funding. It is important that the 
American public know that when they hear FDA officials say they 
are satisfied with their budget allocations, they have their fingers 
crossed under the witness table.” 

Dr. Porter, as an expert on budget matters and given the exten- 
sive concerns related to the lack of resources at the FDA as de- 
scribed in the Science Board report, how would you advise Con- 
gress to obtain the accurate figure of what the FDA truly needs to 
protect the American public? 

Ms. Porter. Well, Mr. Chairman, those kinds of comments from 
Donald Kennedy and others were very consistent. There were lots 
more of them that we might have put in the report but it would 
have been totally redundant. What we did discover was, there are 
several alternatives that are used by other agencies in terms of 
communicating with Congress. One of those is the professional 
judgment budget that Congress frequently asks the CDC for and 
the alternative budget that the National Institutes of Health Can- 
cer Center provides, and I think that perhaps there are some alter- 
natives like those kinds of mechanisms that might be used that 
Congress could explore with the agency as ways to have something 
that doesn’t go through the normal budget process and filters out 
perhaps what the agency believes is needed for various priorities. 

Mr. Stupak. Well, I know like veterans have the independent 
budget and then there are other organizations. Is there any organi- 
zation outside of the FDA that would advocate for a different budg- 
et, an independent budget, a professional budget, whatever you 
want to call it, has there ever been an organization that would do 
that other than the Science Board that gave their recommendations 
today? 

Ms. Porter. Well, I am not aware of anything until very re- 
cently. I mean, there is, you know, considerable literature out there 
where people have talked about the agency’s problems over the 
years but I think that it has been more individuals until very re- 
cently when the alliance was formed of people who are former 
agency officials, commissioners, secretaries of health and various 
other high-ranking people, who have expressed considerable con- 
cern and much of their experience is from inside knowledge of the 
agency. Now that they have stepped away from the agency, they 
are more comfortable I think with expressing what they feel is 
needed for the agency so that it can go forward. 

Mr. Stupak. Right, and Mr. Hubbard has testified once or twice 
before this committee but that is recent vintage. I don’t know of 
any other organization or group. 

Ms. Porter. I am not aware of any other organizations per se. 
Well, there have been a couple of organizations out there who feel 
that what FDA does is that they have too much authority and they 
shouldn’t be doing some of the things 

Mr. Stupak. Well, you are always going to find that. 

Ms. Porter. Those are the only other organizations I know of. 

Mr. Stupak. Thank you. 

Mr. Shimkus. 

Mr. Shimkus. Thank you, Mr. Chairman. I appreciate the second 
panel being here. Sorry about how crazy our lives are. 
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Dr. Porter, 1980, is there a reason why 1980 was chosen? How 
far — I mean, in a timeline of the FDA, which is very old, why 1980? 

Ms. Porter. I should start by saying I climbed on board at CRS 
in 1980 so my 

Mr. Shimkus. It works for me. 

Ms. Porter. But more importantly, that was the year that Mr. 
Reagan was elected President and he wasn’t real hip on regulatory 
agencies and started a major effort to re-regulate parts of the gov- 
ernment or at least do regulatory reform, and in some of my read- 
ing back over what had happened in the last 30 years, that seemed 
to be a good point at which to start to look at where FDA as well 
as many other regulatory agencies were falling behind in terms of 
the budgets that they had, you know, had up until that point and 
the cutbacks began. 

Mr. Shimkus. The issue is the 1980, 1981 would be really Carter 
Administration budgetary numbers, fiscal year. 

Ms. Porter. Yes, just for a year though. 

Mr. Shimkus. Just raising that for the sake of clarity and trans- 
parency. Let me move on because 

Ms. Porter. We had budget documents going back that far so 
that partly was our starting point since we were unable to get the 
information out of the agency. 

Mr. Shimkus. Right. That is fine. Resourcing is a clear issue that 
has been raised, and I think that has been really well vetted. I 
think there is valid concern. In the chairman’s opening statement, 
and I felt very proud to hear it, was that it is not always 
resourcing, it is also efficiency, it is also management, it is also 
transforming. You go from 1980 until today: Who heard about bio- 
logies? Who heard about the importation? Third World countries 
sending drugs to this country? And it is really a different era. So 
my focus will be, again, accepting the premise that resourcing has 
been vetted, what about management? And I want to turn to Dr. 
Crosse. You encountered in your evaluation at the FDA some prob- 
lems that also were not just resource identified. Is that correct? 

Ms. Crosse. Yes, I would say so, although we were not doing a 
systematic evaluation of the management of the program. In trying 
to gain information from the agency, we asked for such things as 
copies of whatever monthly reports they put together, whatever in- 
formation they might have for managing their resources and how 
they were allocating their workload, at what rate staff were meet- 
ing the established goals, and we were told that they don’t have 
such reports. Now, how much of that is traceable to IT problems, 
I can’t say, but clearly they were not setting out with the mindset 
of trying to manage the program and all of the human resources 
that they have in place. It just wasn’t the way they were approach- 
ing this work. 

Mr. Shimkus. Which is a valid point. Our Federal employees do 
a great job, given the paradigm that they find themselves in Fed- 
eral agencies, but many of us believe — of course, they don’t have 
the pressure that is placed on them from the competitive market 
to not only provide a great service at a low cost but also when busi- 
ness has to do that, they are going to be held accountable for the 
safety of that through litigation system or through consumers flee- 
ing the product, and so the built-in process of reevaluation some- 
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times you don’t find in a Federal agency. Is there anything you can 
point to, an example of where that might be true in the FDA eval- 
uation? 

Ms. Crosse. Well, I don’t think I would put it down to the lack 
of the kind of competitive pressures that exist in the private sector. 

Mr. Shimkus. I am a competitive-market Republican so I believe 
that everything is solved by that. 

Ms. Crosse. I mean, I think these folks are working extremely 
hard to try to work within the limited resources that they have. I 
think to some extent, or at least in some parts of the organization, 
that the mindset though is more of trying to deal and wrestle with 
some of the scientific challenges that they have rather than taking 
an orientation to specifically try to manage it in the way that some- 
one with an MBA background might. 

Mr. Shimkus. Right, and I think that is the flipside of this coin 
on resourcing is, management — I mean, we are willing to talk 
about resourcing with the Majority but of course there will be a de- 
sire to see results and real transformation of an agency to be able 
to be accountable, to be able to pull up documents, to be able to 
follow through the processes and not experience the difficulties that 
some folks had in trying to gather information, and I hope that we 
move in that direction. 

Mr. Chairman, I yield back. 

Mr. Stupak. Let me ask a couple questions while all the mem- 
bers are coming down here. We were talking earlier about not get- 
ting the numbers, financial numbers as to some of these plans. 
Back in November, the President’s Interagency Working Group on 
Import Safety submitted this action plan for import safety. This is 
November of 2007. And then the other one again right around No- 
vember, again November 2007, Food Protection Plan. Did any of 
you come across any evidence that these were being implemented, 
either the Food Protection Plan or the Plan for Import Safety? 

Ms. Shames. Both documents are high-level frameworks of pro- 
posed actions. At least for the Food Protection Plan, we found that 
those proposals are consistent with recommendations that GAO 
has made over the last couple of years and that is why we feel as 
a start it is very positive. 

Mr. Stupak. Well, they recognized it, but did they begin imple- 
menting it? 

Ms. Shames. No, no, we are told that their implementation plans 
have specific time frames, deliverables, accountable parties. We are 
told that they are not going to be made public, and while we recog- 
nize that implementation plans need to be nimble and flexible and 
the real world is very dynamic, on the other hand certain trans- 
parency helps in terms of accountability, allows you to see exactly 
what progress is being made. Likewise plans can engender some 
buy-in for what FDA’s priorities ought to be. There is a shortage 
of resources and clearly there needs to be some sort of priority. 

Mr. Stupak. In fact, actually in your testimony you said, “With- 
out a clear description of resources and strategies, it will be dif- 
ficult for Congress to assess the likelihood of the plan’s success in 
achieving the intended results.” It would be also difficult to get any 
kind of resource commitment from Congress if we don’t know what 
the plan is. 
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Ms. Shames. Exactly. 

Mr. Stupak. Are these the ones where you couldn’t get any mon- 
etary, the resources it would take or the cost it would take to im- 
plement these plans? You could not get the financial information? 
Is that correct? 

Ms. Shames. Well, we are interested in more detailed informa- 
tion overall, but certainly in light what the Science Board is saying 
for resources, that of course is of critical importance. We have 
noted too though that FDA is one of 15 agencies. So if are you look- 
ing at food safety, it really needs to be looked at from a govern- 
ment-wide perspective. There is a structural imbalance in terms of 
the resources that USDA gets versus FDA despite the responsibil- 
ities that each agency has. 

Mr. Stupak. Let us go from food safety to drug safety. Dr. 
Crosse. I read somewhere that about 80 percent of the active ingre- 
dients for pharmaceuticals come from overseas now. 

Ms. Crosse. That is my understanding, yes. 

Mr. Stupak. OK. And we were talking about inspection earlier, 
like 27 years for class II medical devices. I am looking at your re- 
port, page 25. It is table number 2, the FDA’s inspection of foreign 
establishments involved in the manufacture of drugs in the U.S. 
market, and China by far is the largest. It has grown since 2002 
to a number up there, 714 different establishments, we believe, but 
yet they are only inspecting 10 to 15 per year, correct? 

Ms. Crosse. That is correct, yes. 

Mr. Stupak. So if you have 714, we are inspecting 10 to 15 per 
year, if my math is correct, that would be about 40 to 50 years be- 
fore you would get around to inspecting them again. 

Ms. Crosse. Yes, if the rates do not increase, that is correct. 

Mr. Stupak. Now, India and China are the largest producers of 
these pharmaceutical ingredients that are coming here to the 
United States. When you open an office in India or China, you still 
need some kind of a jurisdiction to make the number and resources 
to make the inspections that are necessary to close that gap of 40 
to 50 years down to 2 or 3 years as it is domestically, correct? 

Ms. Crosse. Yes, they would have to add resources to be able to 
do that. 

Mr. Stupak. The question is probably obvious, but would you ex- 
plain to us why is it important that you have these inspections? 
What is so important about it? How do you guarantee the safety 
of the drug being made or the pharmaceutical being manufactured? 
Just explain in your own words for pharmaceuticals and medical 
devices, why is it so important to do these inspections? 

Ms. Crosse. Well, I think they need to go to the facilities to see 
what kind of physical infrastructure exists in these locations, to see 
what the production lines are, to see what kind of quality control 
procedures the facility has in place, how they are doing their own 
testing and measurement of either the drugs or the devices, to en- 
sure that they are meeting the specifications. These are not prod- 
ucts that one can readily just check at the border in the way that 
you can take a small sample from a food shipment perhaps and 
send to the lab. A medical device may be a very expensive piece 
of equipment. They may come in small quantities. You would have 
to essentially destroy that piece of equipment in order to test it 
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against specifications, or it would no longer be sterile. So your best 
approach there is to actually see what kind of production line is in 
place and what kind of quality procedures that company has to en- 
sure production of a piece of equipment. 

Mr. Stupak. Well, isn’t this what the FDA has said in some of 
these reports that what the FDA calls building quality into the sys- 
tem? Is that what they are talking about by doing more inspections 
at the manufacturing site? 

Ms. Crosse. Well, I think that is one component of what they are 
talking about. I think there are a number of kinds of checks and 
balances that they hope to put in place but certainly inspections 
are one piece of that. 

Mr. Stupak. Thank you. 

Mr. Shimkus? 

Mr. Shimkus. Just for a second, Mr. Chairman, just to follow up 
on this debate. My colleague makes a good point in the setup of 
this discussion. We will never have enough resources. If the growth 
continues in these areas, I mean, how do we ever get there? So 
what we will need is, what is the solution? Where should we go or 
how do we manage this? I don’t know if we have the answer but 
that is the great thing about the Oversight and Investigation Sub- 
committee. We start posing the questions, and the committee’s ju- 
risdiction, part of us will start trying to address those, but maybe 
it is training and really international agreements based upon train- 
ing in which we are partnering with these countries that want ac- 
cess to our markets where we are spreading the risk and we can 
be assured of the quality. Otherwise if we expect it to all be done 
in our arena, I am not sure how we ever get there, but it is a great 
question and I just pose that as a solution. There are probably 
many more. But that is a concern. I don’t know if anyone wants 
to comment on that. Dr. Crosse? 

Ms. Crosse. I would just comment, I mean, I think something 
like the accredited persons inspection program held great promise. 
It held out the possibility of a company having one inspection per- 
formed to meet the requirements of multiple countries, so many of 
these are international firms. I think the great disappointment 
there is that it has not been taken up by industry. Really, industry 
has been very, very slow and in fact has been slow to cooperate in 
allowing the inspectors to be trained to participate in this program. 
And so that would have provided or may still yet provide an oppor- 
tunity to leverage resources where you are not having to just build 
the FDA inspection force, you have outside inspectors who can be 
accredited to do the inspections to meet the standards of all of 
these countries. So far it has been very, very slow in taking off. 

Mr. Stupak. If I may, but why would you go to a voluntary in- 
spection plan if you know the FDA isn’t going to show up for at 
least 27 years, or if it is active pharmaceuticals, 40 to 50 years, 
why would I, as a manufacturer, why would I submit myself to a 
voluntary thing because I know they will never come? 

Ms. Crosse. I think that is one of the reasons that it has not 
taken off more quickly. I would agree that given the very low rate 
of inspections by FDA in some of these countries, there is no incen- 
tive. 
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Mr. Shimkus. I don’t have anything to add other than we would 
just hope for better, and I appreciate the time. Thank you, Mr. 
Chairman. 

Mr. Stupak. This idea about opening offices overseas came up 
last fall after we had our inspectors in China and India, both the 
Minority and Majority staff were over there in August and they 
came up with great ideas, and that was just one of them. I think 
we will have the Commissioner next and we can explore that a lit- 
tle bit further with him. 

Thank you to this panel. Thank you very much for your time and 
your insight into this issue. Thank you. 

We would now like to call our last witness and the third panel 
would be Dr. Andrew von Eschenbach, Commissioner of the FDA. 
It is the policy of this subcommittee to take all testimony under 
oath. Please be advised, sir, that you have the right under the 
rules of the House to be advised by counsel during your testimony. 
Do you wish to be represented by counsel? 

Dr. VON Eschenbach. No, sir. 

Mr. Stupak. OK. You are already standing, so we will take the 
oath. 

[Witness sworn.] 

Mr. Stupak. Let the record reflect the witness replied in the af- 
firmative. You are now under oath, sir. If you would please give 
your opening statement, and thank you for being here and thank 
you for sitting through this hearing today. We appreciate it. 

STATEMENT OF ANDREW C. VON ESCHENBACH, M.D., 
COMMISSIONER, FOOD AND DRUG ADMINISTRATION 

Dr. VON Eschenbach. Thank you very much, Mr. Chairman, Mr. 
Shimkus and members of the subcommittee. I want to truly ex- 
press my gratitude to you and your colleagues for the opportunity 
to discuss the importance of maintaining a strong scientific founda- 
tion at FDA. This is the science that is necessary to enable the 
agency to not only respond to a rapidly and radically changing 
world but even more important to lead the future of FDA’s regu- 
latory processes and decisions. Our work must be both science- 
based and led by science. 

I have invested my entire professional career in the world of sci- 
entific discovery and development that has led and made possible 
fields like genomics and molecular biology and frankly a whole host 
of disciplines that were unknown when FDA began its mission to 
protect and promote the public health or even a few decades ago. 
However, this science now makes it possible to do things like pro- 
tecting and eliminating chemical and microbial contamination of 
water, our food and the environment. This science can give hope to 
patients with incurable cancer, to those living with AIDS or diabe- 
tes or in fear of Alzheimer’s, stroke or heart disease. So as science 
makes these solutions possible, it is and must be science that will 
enable the FDA to ensure that these solutions, these products are 
safe and efficacious when they are delivered to the American peo- 
ple. As Commissioner of Food and Drugs, I take that responsibility 
very seriously to be able to modernize and improve FDA’s scientific 
infrastructure as it is a critical element for success in the future 
of our regulatory mission. But the real questions, Mr. Chairman, 
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are what science and how best to create a portfolio that is different 
because by its very nature of its regulatory purpose, the science 
and research being conducted at FDA is unique and different from 
that at NIH and academia and perhaps even in industry. 

Mr. Chairman, based on all my experience, I know that FDA 
must ask the question not whether our science is excellent but 
more importantly, is our science aligned for the challenges of today 
and of tomorrow. And in order to help address that issue and 
issues regarding our scientific portfolio, I asked the chairman of 
our Scientific Advisory Board to help us look ahead. The Board 
reached out beyond its membership to include ad hoc experts to 
make up a subcommittee to conduct the review. They worked for 
nearly 12 months to prepare the report that we are discussing 
today. Let me state, I am extraordinarily grateful for the incredible 
hard work and productivity of this committee and they have pro- 
vided important insights into both the opportunities and the chal- 
lenges facing the agency. I take their report very seriously and I 
want to assure them and the committee that it will be used to for- 
mulate the initiatives and serve as a basis for resource investments 
that will perpetuate the scientific excellence of FDA as a regulatory 
agency. 

We already have work underway to address some of the chal- 
lenges and opportunities that they have defined. Let me focus on 
one brief example to confirm the statement. Allow me to address 
an issue of information technology, which was a major theme of the 
report and something that has been highlighted repeatedly in to- 
day’s testimony and even by your opening statement. FDA needs 
a modern information technology infrastructure to support a 
science-based and a science-led regulatory agency, and if I could 
have the chart portrayed for you or the graphic that is up on the 
screen. 

[Slide.] 

In 2006, when I arrived at the FDA and assessed that informa- 
tion technology infrastructure, we were dealing with a wide diver- 
sity of servers or equipment. Much of it had an average age of more 
than 8 years and was only working at about 30 percent efficiency. 
We rapidly began to reform and rejuvenate this information tech- 
nology infrastructure, and you can already see by this year in 2008, 
we have made progress in streamlining the system, replacing anti- 
quated equipment and improving the efficiency and our targeted 
and projected by virtue of the information technology plan that we 
have put in place to be able to totally modernize that system with- 
in the next two years. The work has begun but the work is not fin- 
ished. We have much that needs to be done and this report will be 
an important contribution as FDA continues on that trajectory, not 
only in information technology but all the other elements of our sci- 
entific portfolio. 

Let me be frank, Mr. Chairman. I am here today to testify to 
Congress and the American people that we should be proud of the 
performance of FDA as it remains the world’s gold standard as a 
regulatory agency but more importantly, I am here today to work 
together with you to address the challenges that we face and how 
important it is to continue to make this agency even greater and 
able to respond to the rapidly changing world around us. We are 
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not here today because of what is wrong with the FDA but what 
is right and must get even better. There are nearly 10,000 individ- 
uals in that agency who serve the public every day and the caliber 
and quality of our current scientists is unparalleled and the com- 
mitment of our workforce is truly amazing. Every day these public 
servants work to protect the American people, whether it is pre- 
venting botulism in canned food or evaluating medical devices that 
are saving lives. Each and every employee is serving this country 
well, and I assure you, Mr. Chairman and the public, that the FDA 
employees are as committed as you to continuously improving this 
agency. It has become the world’s standard because of our science 
and we are here to work together to determine how best to con- 
tinue that proud tradition. 

The American people are blessed and grateful for the fact that 
their FDA has the world’s finest scientists with this unparalleled 
track record and we need to continue to assure that they have the 
tools of modern science and technology available to them to con- 
tinue that record of accomplishment, to expand their size and skills 
of that workforce and to be certain that they have state-of-the-art 
laboratories whether it is in the field or currently in development 
at our facility on the White Oak campus, and I am happy to be 
here today to discuss the plans that we have to achieve the mutu- 
ally important goal that you have laid out for us. Thank you, Mr. 
Chairman. 

[The prepared statement of Dr. von Eschenbach follows:] 
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INTRODUCTION 

Mr. Chairman and Members of the Subcommittee, I am Andrew C. von Eschenbach, M.D., 
Commissioner of Food and Drugs at the United States Food and Drug Administration (FDA or 
the Agency). Thank you for the opportunity to discuss the important issues relating to the role 
and support of science at FDA. 

On December 3, 2007, the FDA Science Board (Science Board) accepted the report of its 
Subcommittee on Science and Technology (Subcommittee) entitled, “FDA Science and Mission 
at Risk.” The Subcommittee report reveals a number of areas that recommend increased 
investment. FDA takes this report seriously. The need to improve science at FDA is not in 
question. Nor is there any question that we must make a significant investment in improving the 
science. The hard question we must now answer is how to prioritize the investments needed in 
the Agency’s regulatory science infrastructure. 

In my testimony today, I will first outline FDA’s request for the Science Board report and the 
additional work underway. I will next describe the Agency’s current and future challenges. I 
will then discuss our efforts to take inventory and solicit advice, both internally and externally, 
and our steps to change our practices to address these challenges. 

FDA’s CHARGE TO THE SCIENCE BOARD 

The FDA Science Board is a Federal advisory committee that advises the Commissioner in 
discharging responsibilities as they relate to addressing specific and technically complex 

1 



155 


scientific issues of regulatory importance to FDA. The Science Board consists of a group of 
senior scientists with accomplished backgrounds in evolving areas of science. FDA Science 
Board members provide advice and interact with FDA, industry, academia, and other 
government agencies on technically complicated issues of regulatory importance In December 
2006, 1 asked the Science Board to assess whether science and technology at the FDA can 
support current and future regulatory needs. The Science Board Chair created the 
Subcommittee to work on this review. Specifically, the Subcommittee’s charge was to identify 
tbe broad categories of scientific and technologic capacities that FDA needs to fully support its 
core regulatory functions and decision-making throughout the product life cycle, today and 
during the next decade. 

The Subcommittee, composed of three Science Board members and other external experts, 
presented their draft report at the December 3, 2007, Science Board meeting. The Science 
Board accepted the subcommittee draft report and also requested the following additional work; 

• A four page Executive Summary of the report; 

• FDA leadership’s response to the report; 

• Public comments on tbe report (Public Docket opened January 4, 2008); 

• A review of tbe Office of Regulatory Affairs; 

• Further review of the National Center for Toxicological Research; and 

• A review of priority science topics and emerging areas of science. 

We have taken critical steps to begin to develop, articulate, and execute a well-designed plan for 
moving forward once the review of FDA science is complete. 
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FDA— MODERNIZING THE AGENCY 


For the past century, FDA has been recognized and praised as the gold standard of regulation of 
food, feed, and medical products throughout the world. In this first 1 00 years, FDA used 
science in the acquisition of data that were subject to statistical analysis as a basis for making 
decisions. Some of that science was developed within FDA, while a large part was derived from 
the product of efforts and discoveries in the scientific community. As we embark on the next 
1 00 years, FDA must be more than science-based — it must be science-led. Tbe discoveries 
occurring as a result of scientific exploration must point the way to FDA’s next challenges. The 
Agency must be equipped with the expertise and infrastructure to meet emerging challenges, 
such as: foodbome disease outbreaks, whether intentional or unintentional; evaluation of 
complex drugs and biologies developed by emerging techniques in molecular and cell biology; 
the potential for pandemic influenza or other emerging infectious diseases; and miniaturized 
bioengineered medical devices. The world is undergoing a rapid expansion of scientific 
knowledge and globalization that will have dramatic impacts on the industries and products that 
we regulate. The world is radically changing around us, and so FDA must change. 

FDA —SELF ANALYSIS 


FDA has taken a number of steps to support our existing scientific regulatory base and to prepare 
for future challenges through designing and executing activities based on internal, proactive, 
strategic thinking. More recently. Secretary Leavitt announced a comprehensive Import Safety 
Action Plan designed to bolster efforts to better protect the nation from unsafe imported 
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products. At the same time, the Administration announced the Food Protection Plan which 
proposes the use of science and a risk-based approach to ensure the safety of domestic and 
imported foods eaten by American consumers. The plans propose a strategy focused on a risk- 
based prevention with verification model that allocates import safety resources based on risk. 

One recent example illustrates both FDA’s application of state-of-the-art applied science, and the 
Agency’s commitment to request peer review and assessment of our work. As part of the 
Agency’s response to the 2007 melamine contamination of animal food, FDA prepared a Multi- 
Center Melamine Safety Risk Assessment to describe the possible risk to human health 
associated with eating pork, chicken, fish and eggs from animals that had been inadvertently fed 
animal feed that may have been adulterated with melamine and its analogues (cyanuric acid, 
ammelide and ammeline). Just a few months ago, the Science Board’s peer-review of the 
Melamine Safety Risk Assessment yielded general and unanimous consensus that the 
conclusions of the Safety Risk Assessment were sound and appropriate. The Science Board also 
found that the collaborative relationship among the Agency participants was an excellent model for 
other government programs. 

FDA has also undertaken many internal reviews at the Center, Office, and Program levels with 
the goal of ensuring the highest standards of excellence at the Agency. As one example, the 
Center for Biologies Evaluation and Research (CBER) identified key areas of researeh needed to 
facilitate development of safe and effective products in the areas of blood and blood products, 
vaccines, and cellular, tissues, and gene therapies. These CBER priorities are aligned with FDA 
and HHS priorities, such as counter-bioterrorism and pandemic influenza preparedness. 
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External Input 

As the Subcommittee noted in its report, the exponential rate of change in science and 
technology requires FDA to be willing to initiate and continue these diverse self-assessments of 
the state of science at FDA. But we must also look outside the Agency to benefit from broader 
expertise. FDA does this in a number of ways. In 2005, the Agency asked the Institute of 
Medicine (lOM) to study the effectiveness of the U.S. drug safety system, with an emphasis on 
the post-marketing phase, and to assess what additional steps FDA could take to learn more 
about the side effects of drugs as they are actually used in the real world of post-market approval. 
In September 2006, the lOM released its report entitled. The Future of Drug Safety — Promoting 
and Protecting the Health of the Public. The report recognized the progress and reform already 
initiated by the Agency and made a number of recommendations for additional improvements. 
Shortly thereafter, in January 2007, the Agency gave its response to the lOM recommendations. 
We are working diligently on a number of initiatives for improving drug safety that we identified 
in our January 2007 response to the lOM recommendations, and have already made significant 
progress on several projects. 


ADAPTING TO THE CHANGING WORLD 

These internal and external reviews are stimulating change. I have asked for this input — and I 
am using it. These reviews help assess our activities as well as confirm the changes in the world 
around us, changes to which we must respond. Let me briefly mention some of our ongoing 
work. 
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Nanotechnology Task Force 

Recognizing the potential for nanoengineered materials to be incorporated into almost all 
products FDA regulates, I asked FDA staff to create and implement a focused group of FDA 
experts: the Nanotechnology Task Force. The Task Force Report, a landmark document for 
regulatory agencies around the world, was issued in July 2007. The Report provides an analysis 
of the state of the science as related to FDA regulated products and nanoparticles, an analysis 
and recommendations for science issues, and an analysis and recommendations for regulatory 
policy issues. To address the information needs and the differences in regulatory authority, the 
Task Force has recommended a number of activities to address these challenges, and these will 
be the subject of public announcements in the future. 

Critical Path Initiative 

In 2004, FDA advanced the idea of focusing on the critical path that medical products must 
travel, from the earliest stages of development to their use in patients. The Critical Path 
Initiative is FDA’s endeavor to stimulate and facilitate a national effort to modernize the 
regulatory sciences through which FDA-regulated products are developed, evaluated, and 
manufactured. The goal of the Critical Path Initiative is to facilitate projects and initiatives that 
will help move the regulatory sciences into the 2D‘ Century, enabling us to capitalize on the 
breakthroughs of basic science. For example, our growing understanding of the role of genetics 
in medical product development is helping us make personalized medicine a reality. 


6 



160 


In another area, new bioinformatics approaches are enhancing the interoperability of information 
tracking systems in the healthcare environment for all regulated products (e.g., adverse event 
reporting). 

Information Technology 

As observed in the report from the Subcommittee to the Science Board, information technology 
is an important cornerstone of Agency activity. Last year, I hired a new Chief Information 
Officer (CIO) with experience in developing and managing innovative and cost effective multi- 
organizational scientific and business programs, re-engineering governmental processes and 
managing the reduction of duplicative systems. The CIO’s position was elevated to include 
centralized management of all previously decentralized IT services in Centers and Offices. This 
centralized approach provides the CIO the authority and oversight of available IT resources to 
meet the challenges of the FDA in the 21“ Century. Coupled with resource planning and 
development activities, the Office of Information Management has undertaken detailed 
succession planning to ensure that the IT organization that FDA is building for the 21“ Century 
remains reliable in support of FDA’s mission and sufficiently flexible to accommodate the 
science and technology advances of the future. 

The formation of FDA’s Bioinformatics Board (BiB) in 2006 provided an important means of 
ensuring that business needs and public safety endeavors are equally met by Agency IT services. 
The BiB oversees the quality and performance of information systems, including business 
decisions on prioritization, planning, and execution of Agency cross-cutting business automation 
projects, positioning the Agency to meet external demands on the Agency while, at the same 
time, satisfying the needs of FDA programs. 
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Supporting Collaboration, Strengthening our Workforce 

As noted at the December meeting of the Science Board, the ongoing relocation of our 
employees to the White Oak campus in Silver Spring, Maryland, is essential to fulfill the 
promise of a strong FDA. FDA will eventually consolidate nearly 8,000 employees, currently 
located in 20 different locations across the Washington, D.C. metropolitan region, into new, 
state-of-the-art facilities. The facilities on the White Oak campus are already providing critical 
scientific capacity — scientists working in modem laboratories with access to the latest 
technologies and tools — to execute mission-critical responsibilities. 

The Path Forward 

As 1 have discussed this morning, FDA faces a number of challenges. Assessments and actions 
are making a difference. The Agency takes the Subcommittee's assessment of the current and 
future science and technology needs very seriously and looks forward to receiving the report of 
the Science Board. We will conduct a thorough and substantive review of the report's findings 
and recommendations when we receive it. 

As I noted earlier, we have taken critical steps to begin to develop, articulate, and execute a well- 
designed plan for moving forward once the Science Board has completed its review of FDA 
science. We look forward to the results of the current ongoing work to complete the 
comprehensive science overview. 
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CONCLUSION 

FDA is keenly aware that we must develop comprehensive solutions to face an ever-changing 
scientific and technological landscape. We look forward to working with Congress and other 
stakeholders to strengthen the scientific base at FDA and ensure that in the next 100 years, FDA 
retains its reputation and preeminence as the gold standard through the use of cutting edge 
science and technology. We will continue to provide consumers with the safest products in the 
world. I look forward to a dialogue and partnership with Congress and other stakeholders. 
Thank you for the opportunity to testify, and I am happy to answer questions you may have. 
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Mr. Stupak. Thank you, Commissioner. I thank the Science 
Board, and I hope the questions and comments by the members up 
here show the deep respect we do have for the FDA and its employ- 
ees. There is no doubt that some of the problems we see facing the 
FDA is not just the FDA’s own creation. All of us up here also 
share some of that responsibility, and sometimes we express that 
frustration. It should not reflect our deep respect for those employ- 
ees who work day in and day out for the FDA. 

Dr. VON Eschenbach. Thank you, Mr. Chairman. 

Mr. Stupak. The Science Board report, I take it you have read 
it? 

Dr. VON Eschenbach. Yes, sir. 

Mr. Stupak. What were one or two things that were most sur- 
prising to you with that Science Board report? And by the way, 
thanks for putting together Science Board. I did say in my opening 
it was you that put it together in 2006 and we do appreciate that, 
and I have more questions about that but go ahead. What were one 
or two things you found most surprising about this report? 

Dr. VON Eschenbach. Well, sir, let me be candid and tell you 
that I didn’t generally find things that were surprising about the 
report. I did appreciate the very significant emphasis that the re- 
port placed and the appreciation that they were able to develop 
about the importance and insight into many of our scientific needs. 
I would tell you that for example, their attention to the importance 
of information technologies and that infrastructure and that would 
be required to support our endeavor was an extremely important 
contribution. Their ability to lay out the scientific portfolio that 
helped us to be able to define and address new trajectories of 
science including, for example, references to nanotechnology and to 
systems biology, for example. 

Mr. Stupak. Well, let me ask you this. On page 6 of the Science 
Board report, and it has been quoted earlier, it says because the 
agency lacks resources in many key areas that lives are now at 
risk, and I quote directly from the Science Board: “In contrast to 
previous reviews that warned crisis would arise if funding issues 
were not addressed, recent events and our findings indicate that 
some of the crises are now realities and American lives are at risk.” 
You didn’t find that surprising? 

Dr. VON Eschenbach. No, sir, because I think that is consistent 
with all of the things that I have been stating and addressing and 
attempting to approach. We have recognized the world has radi- 
cally changed around us. We are recognizing that we have to 
change within FDA to be able to adapt to the challenges. 

Mr. Stupak. One of things to help you change will be resources. 
When you were at the Cancer Institute, did you not have a budget 
other than the administration’s budget that was, what, a bypass 
budget? 

Dr. VON Eschenbach. Congress in 1971 would have passed the 
National Cancer Act providing unique authorities for the National 
Cancer Institute to have the opportunity to present a budget di- 
rectly to Congress. 

Mr. Stupak. Is that a bypass budget or a professional budget, I 
think was another word we heard? 
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Dr. VON Eschenbach. Euphemistically referred to as a bypass 
budget. 

Mr. Stupak. Has there been anything like a bypass budget or 
anything similar to that at the FDA? 

Dr. VON Eschenbach. I am not aware of that being available to 
any other agency within NIH or to the FDA. 

Mr. Stupak. Well, you heard Mr. Hutt’s testimony about how 
you have a hollow government syndrome here, that in the next 2 
years there should be 50 percent more employees over 2 years at 
the FDA, double the funding for 2 straight years then maintain a 
5.8 percent yearly budget. Do you agree with that? 

Dr. VON Eschenbach. I agree that the FDA needs additional re- 
sources. I have asked for those additional resources as I came to 
FDA. I think what I have continuously stated has been, it is first 
and foremost to define what needs to be done. That is why I asked 
for this report. Once we have defined that 

Mr. Stupak. But do you agree with Mr. Hutt? 

Dr. VON Eschenbach [continuing]. Create the business plan. 

Mr. Stupak. But do you agree with Mr. Hutt’s estimations what 
you need? 

Dr. VON Eschenbach. I cannot agree with Mr. Hutt’s estimations 
because they are just that, estimations. 

Mr. Stupak. OK. Then what 

Dr. VON Eschenbach. I need to be able to bring forward an ap- 
propriate investment strategy that would 

Mr. Stupak. What is your investment strategy then for the 2009 
budget? 

Dr. VON Eschenbach. That will be presented by the President 
next week. 

Mr. Stupak. OK. But what is your recommendation? You said 
you have made recommendations. What was your recommendation 
to the 0MB, Office of Management and Budget, to Mr. Nussel for 
the FDA to improve resources? 

Dr. VON Eschenbach. My involvement was to present to the Sec- 
retary — 

Mr. Stupak. OK, Secretary Leavitt. 

Dr. VON Eschenbach [Continuing]. Request for additional re- 
sources. 

Mr. Stupak. OK. Did you request additional resources? 

Dr. VON Eschenbach. Yes, sir, I did. 

Mr. Stupak. How much? 

Dr. VON Eschenbach. That will be presented in the President’s 
budget. 

Mr. Stupak. So you don’t want to tell us? 

Dr. VON Eschenbach. It is the purpose of the President to 
present his budget next week. 

Mr. Stupak. Oh, sure, and the President may agree or not agree 
with you so we would like to have a yardstick, a b^aseline to meas- 
ure by. Did he accept your numbers or did he go lesser or more? 

Dr. VON Eschenbach. I will along with you await the President’s 
declaration of his budget. 

Mr. Stupak. I don’t have the President here so I guess I have 
to ask you. What is the amount you 
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Dr. VON Eschenbach. I don’t have the President here either, sir. 
When he is presenting his budget 

Mr. Stupak. So you are not allowed to testify what your request 
is? 

Dr. VON Eschenbach. I am not in a position to testify today to 
the President’s budget. 

Mr. Stupak. Why aren’t you in a position to testify? 

Dr. VON Eschenbach. Because he hasn’t released it yet. 

Mr. Stupak. So you are not allowed to say anything until the 
President releases his budget? 

Dr. VON Eschenbach. After he releases the budget, we can speak 
to the budget. 

Mr. Stupak. So then you will come back then in 60 days and talk 
about his budget? 

Dr. VON Eschenbach. I will be happy to come back in 60 days 
once the budget is released. 

Mr. Stupak. Will you come back in 60 days to talk about imple- 
mentation and what you have done to implement the Science 
Board’s recommendations? 

Dr. VON Eschenbach. Yes, sir, I look forward to that and I 
would also even at this point assure you that we have been consist- 
ently working to both implement many of the things that the re- 
port surfaced as important agendas for FDA and in addition to that 
following the report’s presentation to the last meeting of the Sci- 
entific Advisory Board and that report became public, I dissemi- 
nated that report within the agency and have asked each of our 
center directors to directly respond to the recommendations in that 
report and bring forward their operational plans. Many of those 
things are already underway. 

Mr. Stupak. Great. 

Dr. VON Eschenbach. And I would be happy to come back and 
report 

Mr. Stupak. Is 60 days enough time? 

Dr. VON Eschenbach. In 60 days I will be able to report to you 
progress and I will look forward to continuously reporting progress. 
This is not going to get fixed, Mr. Chairman, within one interven- 
tion. 

Mr. Stupak. Oh, I know that. 

Dr. VON Eschenbach. It will be an ongoing effort with ongoing 
investment in the resources that it is going to take. It is not a 1- 
year budget solution and it is not a plan that can be accomplished 
in 1 year. 

Mr. Stupak. Right. And you know me. I will follow through. This 
is I think our fifth hearing with the FDA and I expect at least five 
more before the end of the year. Since I have to ask Secretary 
Leavitt when he comes about the budget and I know he is coming 
in a couple weeks to talk about the whole of the HHS budget, we 
will ask about FDA. 

Let me ask you this and then I will turn it over to Mr. Shimkus 
for questions. Are you pleased with what the President will be pre- 
senting in his budget for the FDA? 

Dr. VON Eschenbach. Well, when the budget is released by the 
President, then I will be in a position to be able to comment. 
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Mr. Stupak. So you can’t determine if you are pleased or 
unpleased until it is released? 

Dr. VON Eschenbach. Not until the President releases the budg- 
et. 

Mr. Stupak. You guys got to lighten up. OK. 

Next for you. 

Mr. Shimkus. Thank you, Mr. Chairman. 

Dr. von Eschenbach, thanks for coming. You became the head 
December 13, 2006. I really do applaud those political appointees 
who answer the call to serve in the final cycles of an Administra- 
tion. We saw a lot of people leave in the last year, the last 2 years 
to do other things. Thank you for serving because government serv- 
ice is not all it is cracked up to be. It is very difficult and very de- 
manding and I do appreciate it, and thank you. As director of the 
National Cancer Institute, a nationally recognized — I can’t pro- 
nounce it. I am an infantryman, you are a Navy guy. Infantrymen, 
we don’t go past two-syllable words. So urologic oncologist and a 
cancer survivor listed in the Best Doctors in America publication, 
and again, a lieutenant commander in the United States Navy 
Medical Corps. So you come with a great background of service as 
a practicing physician but also as you move up the ladder you get 
involved in major medical institutions and the management as- 
pects. I wrote down in listening to the question, I really have — we 
of all people, I don’t — we never have anybody who comes to Wash- 
ington, D.C., asking for less money. We never do. And I don’t know 
of a single scientist who would ever tell anyone I want less money, 
because the more money they have, the more science and the more 
research they can do. It is just a fact of life. And then we have the 
budgetary authorization battles and the appropriation battles. We 
have been trying to focus on management and things that we can 
do. You were starting to talk about change and adapt. Are there 
some change-and-adapt issues with the Science Board that you can 
or already have started implementing that creates quality assur- 
ance and efficiencies that you would like to bring out? 

Dr. VON Eschenbach. Absolutely, Mr. Shimkus. I think it is ex- 
tremely important for me as, if you will, the CEO of the Food and 
Drug Administration, to reflect to Congress and the American peo- 
ple that it is not just how much money we spend but how we spend 
it, and there are extremely important management issues which 
need to be addressed at FDA in addition to the resource issues, and 
I have been attempting to respond to both of those challenges. One 
of those things I did was to bring a highly skilled, highly reputable 
chief operating officer, which is in fact consistent with many of the 
reports and recommendations you have heard today. That chief op- 
erating officer has gone through a very systematic process of us 
being able to create better administrative and management infra- 
structure. 

Let me talk about that specifically with regard to then the hiring 
of a chief information officer. We have heard that FDA has had 
many chief information officers in the past but under this new sys- 
tem we brought a chief information officer in who was not only 
highly skilled but we empowered him to be able to start an integra- 
tive process across the agency which would create the interoper- 
ability that is necessary if we are going to have the right kind of 
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data systems and databases with which to extract information that 
we can make intelligent regulatory decisions with. What you saw 
in that display I put up initially was what was inherited in 2006 
was a highly decentralized system where individuals were buying 
servers and infrastructure for very specific needs and they were 
only running at 30 percent efficiency. They were spending over 
$200 million a year just to maintain what had already become anti- 
quated equipment, and it wasn’t an issue of how much money do 
we need to spend in IT, we needed to spend more and we have 
spent more, but how can we spend it even better, and that is what 
you are beginning to see in that trajectory, that even within 2 
years we have made great progress in beginning to create an en- 
tirely new IT infrastructure. 

But we didn’t stop there. We brought everyone together in terms 
of what we now call the Bioinformatics Board, which is co-chaired 
not only by our chief operating officer but most importantly by our 
chief medical officer, to really ask the question, what are the right 
programs that need to be running on that IT infrastructure so that 
we will accomplish mission. And one of the things that we have 
been working on in that regard that is indirectly aligned with 
Congress’s issues and concerns around the implementation of the 
Food and Drug Administration Amendments Act is what we would 
call sentinel network, and this provides us the information or tech- 
nology infrastructure and programs that we will be able to do post- 
market surveillance, which I know is an issue of great importance 
to this committee. 

Mr. Shimkus. Thank you, Mr. Chairman, and I yield back. 

Mr. Stupak. Thank you, Mr. Shimkus. 

Mr. Dingell for questions, please. Mr. Shimkus is finished. 

Mr. Dingell. Mr. Chairman, I am happy to defer to Mr. Shim- 
kus first. 

Mr. Stupak. He already had his questions and now he is defer- 
ring to you. 

Mr. Dingell. Very well. I want to thank you, Mr. Shimkus, and 
I thank you, Mr. Chairman. First of all, Mr. Chairman, I ask unan- 
imous consent that the record be kept open to include a letter from 
me to Dr. von Eschenbach and his response to us. 

Doctor, welcome to the committee. We have a list here of items 
which the Science Board makes report to you and quite frankly, it 
indicates that FDA has very little capacity to carry out its mission. 
We will submit a letter to you asking how much it will cost each 
of these items to be fixed and what you intend to do about each 
of these. Now, the Science Board had an interesting remark to 
make. On page 21 it says, “During the past 35 years a decrease in 
funding for inspection of our food supply has forced FDA to impose 
a 78 percent reduction on food inspections at a time when the in- 
dustry has been rapidly expanding and food importation has expo- 
nentially increased. FDA estimates that at most it inspects food 
manufacturers once every 10 years and cosmetic manufacturers 
even less frequently.” Is that true? 

Dr. VON Eschenbach. It is true, sir, that we need to improve 
our 

Mr. Dingell. Thank you. Now, Doctor, I note that FDA inspec- 
tion of foreign and domestic food establishments is referred. In the 
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table it says that FDA conducted 35,000 foreign and domestic es- 
tablishment inspections in 1973. By 2006 this number had fallen 
to 7,783. In recent investigations by this subcommittee, your staff 
told ours that the volume of imports is doubling every 5 years. Is 
that true? 

Dr. VON Eschenbach. The imports are doubling and our foreign 
inspections are increasing as well, sir. 

Mr. Dingell. It is true. Now, Doctor, the Science Board report 
suggests addressing food safety issues will cause upwards of at 
least $250 million. Do you agree or disagree with that statement? 

Dr. VON Eschenbach. Mr. Chairman, I believe that it is going 
to require an investment over time for us to be able to continue to 
implement our food protection plan which we presented. I have re- 
quested additional funds for this and have applied funds in 2008 
and will be applying funds in 2009 in a continuous trajectory. 

Mr. Dingell. Now, Doctor, the Science Board again says, “FDA 
does not have the capacity to ensure safety of food for the Nation.” 
Is this a true statement or not? 

Dr. VON Eschenbach. No, sir, I don’t believe that is true. 

Mr. Dingell. You don’t believe it is a true statement? You dis- 
agree? 

Dr. VON Eschenbach. I believe we are assuring the food safety. 

Mr. Dingell. Let me quote it again. It says, “does not have the 
capacity to ensure the safety of food for the Nation.” Do you agree 
with that statement or not? 

Dr. VON Eschenbach. No, sir. 

Mr. Dingell. You don’t agree. 

Dr. VON Eschenbach. I believe that we need to continuously ex- 
pand and improve our capability to respond to the changes that are 
occurring in our food supply. 

Mr. Dingell. You admit the huge decline in the number of in- 
spections made both of domestic producers, manufacturers and 
processors and of foreign processors and that goes across food, 
drugs and cosmetics. Is that not true? 

Dr. VON Eschenbach. Yes, sir. I believe 

Mr. Dingell. Very good. 

Dr. VON Eschenbach [continuing]. We need to increase foreign 
inspections. 

Mr. Dingell. Now, the finding, it says this, “Recommendations 
of excellent FDA reviews are seldom followed.” This is page 56. Do 
you agree with that finding or not? 

Dr. VON Eschenbach. Sir, under my opportunity to lead this 
agency, I have asked for external reviews and I have responded to 
this external reviews including the Institute of Medicine report, in- 
cluding our ability to bring forward 

Mr. Dingell. Doctor, is the statement true or not? 

Dr. VON Eschenbach. I can only speak to my experience, sir. In 
my experience, I have 

Mr. Dingell. So you are telling me that the statement is not 
true? 

Dr. VON Eschenbach. I cannot 

Mr. Dingell. You are going to get some mail on this so you bet- 
ter answer this question carefully. 



169 


Dr. VON Eschenbach. Well, I appreciate the question, Mr. Chair- 
man, but I am attempting to respond to it in the context of my ex- 
perience at FDA, not that of my predecessors. 

Mr. Dingell. They come forward. Doctor, with another finding. 
“FDA cannot fulfill its mission because its scientific base has erod- 
ed and its scientific organizational structure is weak,” page 3. Do 
you agree with that statement or not? 

Dr. VON Eschenbach. No, sir. I believe the scientific base of the 
FDA is strong but it needs to be stronger to respond to the emerg- 
ing challenges and changes that are occurring in the world in 
science and technology and in the products that we are called upon 
to regulate. So it is not that it is bad, Mr. Chairman. It is that it 
is at a level of excellence that needs to continue to improve and 
continue to expand. 

Mr. Dingell. Now, I understand that you have not been allowed 
to comment on the Science Board report, suggesting that address- 
ing food safety issues will cost up to $250 million. Given that, I am 
curious. How can GAO expect to get the numbers on these matters 
either from you or the Administration? 

Dr. VON Eschenbach. Well, Mr. Chairman, there is nothing that 
says I have been told I cannot comment. What I have tried to ex- 
press very carefully is that it is important to define what needs to 
be done and how that process can be carried out 

Mr. Dingell. Well, let us 

Dr. VON Eschenbach [continuing]. And then assign a cost to 
that. 

Mr. Dingell. Let us end the remaining time which I have and 
have you tell us how much will be the amount of money which you 
will require to carry this out properly. 

Dr. VON Eschenbach. Mr. Chairman, what I am attempting to 
do is to create a plan which I have promulgated, the Food Protec- 
tion Plan, which has both authorities that are going to be required 
from Congress as well as programs that are going to require addi- 
tional appropriations. We will build the business plan as to what 
the cost of those investments will be and their source. Some of it 
will come from appropriations, some of it will come from user 
fees 

Mr. Dingell. Let me raise one last question. Regarding your IT 
system, they made some very adverse comments on your operations 
in disaster recovery plan having no continuity in your agency’s IT 
system. Were you surprised by that finding, yes or no? 

Dr. VON Eschenbach. No, sir 

Mr. Dingell. Why not? 

Dr. VON Eschenbach [continuing]. And we are in the process of 
addressing that and remedying that. 

Mr. Dingell. Now, Doctor, then on page 5 the report notes that 
FDA has inadequate emergency backup systems in place and re- 
cent system failures have resulted in loss of FDA data. Is that 
true? 

Dr. VON Eschenbach. Yes, sir, and we are continuously remod- 
eling — 

Mr. Dingell. And it also 

Dr. VON Eschenbach [continuing]. And improving that. 
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Mr. Dingell. It also says that there is no backup of these 
records which include invaluable clinical trial data. Is that true? 

Dr. VON Eschenbach. The records that we have been receiving 
and previously have been primarily in paper form and we need to 
transition to 

Mr. Dingell. The answer really to the question I ask is yes or 
no, is there backup or is there not? 

Dr. VON Eschenbach. There needs to be better backup. 

Mr. Dingell. Thank you. 

Mr. Chairman, I have used your time. Thank you. 

Mr. Stupak. Thank you, Mr. Dingell. Mr. Barton for questions, 
please. 

Mr. Barton. Thank you, Mr. Chairman. 

Thank you. Dr. von Eschenbach. I have been watching the hear- 
ing on television as I have scurried before the three subcommittees 
that are in action at one time. Mr. Dingell is setting a record for 
number of subcommittees meeting concurrently and it makes it 
hard for he and I both to be all three places. 

Let me start out by asking about the genesis of this sub- 
committee report. How did that come about, the report that we are 
reviewing today? Who originated or asked that report be done? 

Dr. VON Eschenbach. I did, sir. 

Mr. Barton. You did? So this is something that you asked for? 

Dr. VON Eschenbach. Yes, sir. 

Mr. Barton. Were you forced to ask for it or 

Dr. VON Eschenbach. No, sir. 

Mr. Barton. You did it of your own initiative? 

Dr. VON Eschenbach. Yes, sir. 

Mr. Barton. Now, would you have been surprised if this sub- 
committee had reported back that everything was just hunky-dory 
and pink and rosy and they had more money and people and sys- 
tems were operating at 100 percent efficiency and they were really 
insulted that you asked them to waste their time doing this report? 
Would that have surprised you if they had given you that kind 
of 

Dr. VON Eschenbach. Shock might be a better term. 

Mr. Barton. So it is not a surprise that you have asked this sub- 
committee to do a thorough analysis of the FDA and how it can be 
improved and what its shortfalls were and, and lo and behold, they 
gave you such a report. That is kind of what you expected, isn’t it? 

Dr. VON Eschenbach. Yes, sir, and I think it is important for me 
to again compliment the committee because the fact of the matter 
is, I have recognized as having been part of the world that created 
many of the opportunities that are now available to us to save lives 
and to improve the health and welfare of the American people the 
gateway or the bridge from all that discovery and that development 
whether it is nutrition or whether it is drugs that are going to 
eliminate suffering and death due to cancer, none of that is going 
to be reach the American people unless it goes through the FDA, 
and the FDA must be the bridge and not the barrier to that new 
future, and FDA’s ability to do that is based on its science. It has 
always been a science-based regulatory agency and I perceive it 
needs to be also a science-led regulatory agency, and first and fore- 
most with the question to look at our scientific portfolio and ask 
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experts who have that understanding and perspective of that full 
continuum of discovery, development and delivery to look at that 
portfolio and advise me as to where that portfolio needs to be modi- 
fied, where there were gaps, where there was overlap, and even 
more importantly, where there were opportunities to leverage that 
portfolio with science and technology that was occurring in other 
areas like the NIH where $28 billion has been invested in science 
and in industry and other places and they did an extraordinary job 
and a service to the agency to come forward with the report 
that 

Mr. Barton. Now that you have this report, have you put it on 
the shelf and said well, good, I have it 

Dr. VON Eschenbach. No, sir. I think my track record affirms 
the fact that I asked for reports and accept reports and then go 
about the process of working with the agency to properly imple- 
ment those 

Mr. Barton. So you are interactive with the committee and you 
are meeting with them and your associates at the FDA are meeting 
with them to prioritize an action plan and develop it. Is that 

Dr. VON Eschenbach. Well, it is important to point out that the 
Scientific Advisory Board has been in place since the 1990s. They 
have been charged by charter to have responsibility to advise the 
FDA with regard to its scientific portfolio. 

Mr. Barton. Would you hope that this committee would work 
with you and your agency and develop a bipartisan plan of action 
where we could give you additional funding in high-priority areas 
and actually put something before the Congress and the President 
at the appropriate time that, you know, here is where we need 
more resources and here is how we plan to spend the money and 
here is the technology. Would that be something you hope the com- 
mittee does or do you want us just to yell at you and point fingers 
and try to do gotcha stuff? 

Dr. VON Eschenbach. Mr. Barton, I have enormous respect for 
this committee and I think from the time I have engaged with the 
committee and its staff, I would look forward to every opportunity 
to work together so that we can create the right plan and 

Mr. Barton. It is obvious 

Dr. VON Eschenbach [continuing]. Implement it in the right way 
in service to the American people. That is what we are both here 
for. 

Mr. Barton. The task force has shown some real areas that need 
to be improved and I think Chairman Dingell pointed some of that 
out. So our job is to figure out what we need to do and the best 
way to give you the resources and if necessary make statutory 
changes in terms of structure so that the FDA can be the best that 
I can be. 

Dr. VON Eschenbach. And if I can comment on that, Mr. Chair- 
man. For example, we have already issued our Food Protection 
Plan, which is along the lines of being able to accomplish what you 
just said. In that plan, there are requests for authorities that the 
FDA doesn’t currently have. Those are specific issues for this com- 
mittee and we look forward to working with you on those authori- 
ties. 
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Mr. Barton. My time has expired, and I am on regular time. I 
am not on chairman time so I need to — just one final thing. When 
Chairman Stupak was asking about your budget submission to the 
President, you had declined to answer for the simple fact that the 
President’s budget has not been made public, and that is kind of 
traditional practice that Cabinet agencies and commissioners don’t 
get out ahead of the President, let him offer the budget and then 
you can come up here and comment on it and at the appropriate 
time. You will be happy to do that. Isn’t that correct? 

Dr. VON Eschenbach. Correct, sir. 

Mr. Barton. So you weren’t being mean to Chairman Stupak, 
you are just not allowed to comment until the President’s budget 
comes out, and if it were a Democratic President, a Democratic-ap- 
pointed Commissioner, it would be the same thing. Isn’t that true? 

Dr. VON Eschenbach. That is correct, sir. 

Mr. Barton. Thank you. 

Mr. Stupak. Democrat or Republican, I would ask the same 
thing. You could at least tell us if you were pleased with the rec- 
ommendation without giving a number. 

With that, let me go to Mr. Inslee. I think you were next. 

Mr. Inslee. Thank you. 

Doctor, I want to ask you about these electric energy devices you 
may have heard me talking about in my opening statement. 

Dr. VON Eschenbach. Yes, sir. 

Mr. Inslee. And I want to just take this one case as illustrative 
of what may be in the realm of the possible. I told the story about 
a fellow who actually had a device that was subject to false claims. 
USDA shut them down. He refused to stop selling it. He actually 
left the country. I am told there is a felony warrant for his arrest. 
But he is still over in Hungary selling these products and according 
to an article has sold 10,000 of these in the United States. To me, 
it is just really flabbergasting that we can have somebody who has 
been identified as a miscreant who is selling thousands of these 
without our ability to really stop that, and I wonder if you want 
to give us your thoughts as to whether that is a failure of our sys- 
tem and if so, what would you identify what needs to be done to 
solve that? 

Dr. VON Eschenbach. First of all, when I listened to your story 
as a urologic oncologist who spent my entire career taking care of 
cancer patients, I have witnessed how they can be preyed upon by 
these kinds of fraudulent and false hopes and devices, and I am as 
committed as you are to a system solution to this problem. I think 
it is really a systems failure and a systems solution, that first and 
foremost we need stop this at the source. Now, FDA has been 
working with foreign regulators, our counterparts in these other 
countries, so that they can take appropriate action. Now, obviously 
there is some heterogeneity, depending upon which country you 
may be interacting with, but I want to assure you and the com- 
mittee that we are going right to those foreign sources to get them 
to intervene. Number 2, we have put an import alert in place for 
this specific product so that we can alert the borders to stop those 
products at the border, whether it is, you know, customs and bor- 
der protection or whomever but we will stop those at the border. 
Clearly some of those get through and we need to improve that as 
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well and then once they are here we have to detect them, and local 
authorities have the jurisdiction and the authority, since we have 
taken action against that product, to eliminate it and prosecute 
anyone who is marketing is under those false claims that you al- 
luded to that it would cure their cancer. So I think we have steps 
but clearly there are times when those steps are not sufficient, and 
that is why in our strategy I talk about being engaged in the total 
life cycle of products, I talk about a process that builds in preven- 
tion, intervention and response as a continuum and in that way 
really attempt to really protect and promote the health of the 
American people. 

Mr. Inslee. Sometimes bold action can help in this regard too 
and send signals. Is there an extradition possibility with this indi- 
vidual, do you know? 

Dr. VON Eschenbach. I can’t tell you about extradition in terms 
of the specific country that he is in. 

Mr. Inslee. He is in Hungary, I am told in the newspaper. 

Dr. VON Eschenbach. I don’t know enough about the law. 

Mr. Inslee. How would that work? Would you go to the Justice 
Department and request them to pursue that, or how would that 
work? 

Dr. VON Eschenbach. I cannot 

Mr. Inslee. Or is that just their initiative? 

Dr. VON Eschenbach. I cannot answer that for you at the 
present time. I don’t know, and I would have to get our legal people 
to tell me what that step would be. I do know that we have been — 
in these kinds of cases we work with the local government for them 
to take action directly. 

Mr. Inslee. May I ask that you pursue that and let me know 
what the options are? You know, I am just going on what I have 
read in the newspaper but it would seem to me if that is a legal 
course of available to the United States, it is a statement that we 
should make, and I hope you will let me know what your progress 
is on that. 

Dr. VON Eschenbach. I would be happy to do that, sir. 

Mr. Inslee. How much of this — we have been talking about re- 
sources. How much of this is a resource issue? You heard previous 
testimony about needing field agents to really track this down and 
it seems to me pervasive. You look at the Internet and these things 
are all over the place with sparks and whistles and, you know, ob- 
viously these people are blatant out there. They are not trying to 
hide this. They want to advertise it. How much of this is not hav- 
ing agents in the field to go after these problems? 

Dr. VON Eschenbach. Well, again, I want to emphasize the fact 
that I agree that we need to increase our resources, our Field 
Force, our number of inspectors, but I think it is important to go 
beyond just looking at the numbers of inspectors and understand 
how we will address the problem. There never will be enough in- 
spectors. When we look, for example, at the number of foreign fa- 
cilities that are producing products that we must regulate, we rec- 
ognize that what we need to do is not just increase the number of 
FDA inspectors but to increase their effectiveness. One is by doing 
that on a targeted risk-based approach that they inspect the right 
things that are of greatest concern. Number 2, that we leverage 
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their impact, and we have asked, for example, for opportunities for 
us to have the authority to certify third parties that we could over- 
see and control but they could do additional inspections, to work 
with foreign governments where their own infrastructure, their 
own regulatory processes, their own inspections would be com- 
plementary and integrated with ours. We have worked with States 
here within the confines of the United States where they are doing 
a significant number of inspections under FDA’s direction and with 
FDA’s certification, if you will, and that has significantly leveraged 
our impact. We may do 7,000 inspections and States have done ap- 
proximately 8,000, so we are doubling impact but not necessarily 
doubling the number of FDA inspectors. And I express that because 
I want the committee to appreciate that I am not looking at this 
simply from the point of view of if we had this amount of money, 
we would hire this many more inspectors. I think we have to think 
more strategically than that, and it is a matter of how can I maxi- 
mize the effect of the inspectors, not just increase their number. 

Mr. Inslee. Well, we hope you will put the FDA in zap mode on 
this, and good luck. I would like to help you out. Thank you. 

Mr. Stupak. The gentleman’s time has expired. He has asked all 
day about this EPFX. Why does the FDA even allow them in the 
country? You allow them in as a stress reliever. 

Dr. VON Eschenbach. Well, we have an import alert to keep 
them from coming into the country. 

Mr. Stupak. Pardon? 

Dr. VON Eschenbach. We don’t allow them into the country. 
Now, that is not to say 

Mr. Stupak. According to the article, they are a stress reliever. 
If they are being abused, why would you even let them in? 

Dr. VON Eschenbach. Mr. Chairman, we do not allow them to 
come into the country. There is an import alert that they would be 
stopped and seized at the border. You clearly have indicated 

Mr. Stupak. Whether they are stress relievers or not, so if they 
are labeled as stress relievers you are going to seize them? Stress 
relievers. FDA has licensed them as stress relievers. 

Dr. VON Eschenbach. If there is a claim made that they would, 
you know, cure a disease like cancer 

Mr. Stupak. No, stress. 

Dr. VON Eschenbach. There are certain products that can be 
marketed that don’t make claims that fall under the Food, Drug 
and Cosmetic Act and those things are not subject to our regulation 
based on the law and based on our statutes. 

Mr. Inslee. Mr. Chairman, may I ask for an additional 1 
minute? 

Mr. Stupak. Sure. 

Mr. Inslee. You have really brought up an important issue here. 
What I sense is going on here is that these machines are being — 
when they come in, they are identified as stress relievers or, you 
know, some other type of benign nomenclature, and they are 
being — you are getting through the sieve or the net through that. 
Then the folks overseas and other places basically advertise them 
on the Internet and by the providers themselves who tell the pa- 
tients, who tell the victims this isn’t just a stress reliever, it is a 
cancer reliever, it is an allergy reliever, it is an osteoporosis re- 
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liever. So the problem is, I think there is this missing part in our 
net where you get the machine in under this benign nomenclature 
and then the patient is told that it has all these other miraculous 
attributes to it, and I think we need to think about how to seize 
that where basically you have to go say at the border somehow or 
some other way, if there is anybody else making claims about this 
machine, you can’t put it in, and this is where I think there is a 
little slip between the licensing and the practitioners and the sales 
of the machine. Somehow we have got to get on top of this where 
people are using these machines for nefarious purposes. They know 
that is going on on a repeated basis and we have to be able to shut 
those down for import. Does that make sense? 

Dr. VON Eschenbach. Yes, sir, I understand. 

Mr. Stupak. Mr. Burgess? 

Dr. VON Eschenbach. I will get you the specific 

Mr. Stupak. I am sorry. Were you done? 

Dr. VON Eschenbach. That is OK. 

Mr. Stupak. Mr. Burgess for questions. 

Mr. Burgess. I hate to prolong this agony but, Mr. Chairman, 
can I just ask you, is there not an ongoing investigation by this 
Oversight and Investigation Subcommittee on said machines? 

Mr. Stupak. We just started to gather the information. 

Mr. Burgess. So there is an investigation in progress, and hon- 
estly, I don’t want to devote any more to it but I think both the 
FDA and the Oversight and Investigation Subcommittee are on the 
job and this is something that will be correctly elucidated at the 
proper time. 

Commissioner, I just want to thank you for your forbearance and 
staying with us all day. You have lost well over half a day from 
your primary job at the agency and I know there is a lot of stuff 
facing you and it does seem unkind that we have tied you up so 
long. Let me ask you, you have talked to Ranking Member Barton 
about your activities vis-a-vis the report. At some point this sub- 
committee will receive the FDA’s formal response to the report that 
was generated. Is that correct? 

Dr. VON Eschenbach. Yes, Dr. Burgess. I actually would wel- 
come the chairman’s earlier suggestion that there be a subsequent 
hearing of which I have the opportunity to come back and brief the 
committee or present to the committee FDA’s progress and initia- 
tives that are directly responsive to many of the issues that the re- 
port has addressed, so I welcome that. I would do that formally in 
the context of a hearing. I would be happy to do that informally 
and simply as it relates to a progress report or whatever the com- 
mittee wishes. But whether it is to this committee or not, I fully 
expect to continue to inform the American people and continue to 
present what FDA’s process and progress have been because I am 
not interested in plans, I am interested in progress and outcomes, 
and the plans are only to guide me as to how to accomplish those 
outcomes. 

Mr. Burgess. And just to reiterate the ranking member’s point, 
this was an activity that was initiated by the Commissioner’s office. 
Is that correct? 

Dr. VON Eschenbach. Yes, sir, absolutely. 
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Mr. Burgess. You know, we heard a lot about information tech- 
nology and the problems that you face with the system you inher- 
ited, so presumably that would be one of the top three things that 
will come out of this activity, and I do want you to talk about that 
but I would also like to hear just briefly what the other — if we are 
going to talk about the top three areas as we develop our short- 
term, mid-term and long-term goals, where those issues lie. 

Dr. VON Eschenbach. Thank you for referring to that. Let me 
frame the answer by saying I have assessed the FDA from the first 
moment I arrived and I came rapidly to the conclusion that the two 
most critical assets at the FDA were its people and its infrastruc- 
ture, its tools, IT tools, because essentially we spend 80 cents of 
every dollar on people and it is in fact what is most critical to 
FDA’s success is to have the right kind of people and sufficient 
numbers of that. So my first priority was to address the workforce 
and what was going to be required to nurture and develop that 
workforce, and you have heard on other occasions about my plan 
for, for example, a very expanded credentialed, formalized FDA fel- 
lowship program as one way of bringing additional intellectual cap- 
ital into the agency. The other thing that was apparent was that 
they needed the right tools and information technology tools were 
the most critical if we were going to do post-market surveillance. 
If we were simply going to be able to process the data, information 
that is coming to the FDA in the form of a drug application or by 
virtue of adverse-events reporting, we needed a modern IT infra- 
structure. I looked at our IT infrastructure and recognized imme- 
diately it needed to be totally, completely revamped if it was going 
to be adequate for the future challenges that were emerging like 
post-market surveillance, and we began that process in 2006, and 
earlier I showed a brief slide to indicate what kind of progress we 
have made in rebuilding that infrastructure. I would be happy to 
present to the committee and to others the very detailed plan, im- 
plementation plan with milestones and outcomes that our chief in- 
formation officer has been preparing and we have been imple- 
menting, and I am committed as the report indicates is necessary 
and as the Congress wants and is holding me accountable for to 
rapidly and radically transfer the information technology infra- 
structure at FDA. 

Mr. Burgess. Certainly this committee wants to support you in 
that endeavor. Now, we heard reference a little bit earlier to 
timelines for the, I think it was the information supply chain. Do 
you have a sense as to when you will be able to report back to this 
committee and what you will be able to report back as far as the 
progress that you are making along those lines? 

Dr. VON Eschenbach. I would welcome the opportunity to report 
to the committee on the progress that we have made thus far 
which I believe is important and substantial and I also would ad- 
dress the timelines and the implementation strategy that we have 
targeted 2010 to bring the agency to a point where it has the ap- 
propriate infrastructure and the right bioinformatics that are oper- 
ative on that IT infrastructure. 

Mr. Burgess. And too we hear from the National Institutes of 
Health, Dr. Zerhooni talks about a day that is coming with 
partialized medicine. It just seems like if the FDA is going to be 
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able to adequately participate in that new world, that your tools 
that you are building right now are just going to be absolutely crit- 
ical to be able to develop that. 

Dr. VON Eschenbach. And importantly, we are not developing it 
in a vacuum. First of all, the first principle of our IT infrastructure 
is the fact that within FDA there will be integration across the cen- 
ters, and secondly, FDA will be integrated with the components 
outside of the agency that are critical and essential. So, for exam- 
ple, in our sentinel initiative, we have signed a memorandum of 
understanding with the Veterans Administration, with the Depart- 
ment of Defense. We have a relationship with Center for Medicare 
and Medicaid Services with regard to their database. We are en- 
gaging with the private sector and private health plans. We have 
been working through the Brookings Institute to create this nation- 
wide interoperable network that will enable FDA as it catalyzes 
the development of that network to have access to information 
about the actual experience of drugs and devices as they are being 
used in diverse populations so that not only do we immediately 
begin to detect patterns that reflect an unexpected adverse event, 
but even more importantly, as physicians we recognize in treating 
patients there are those times when you recognize unexpected, in- 
credible efficacious events that if you capture that and understand 
it, you can begin to understand how to use the medicine even bet- 
ter, and I think that is within our grasp and that is something we 
are going to accomplish but we are going to accomplish it as part 
of a network, and you have made that possible for me by virtue of 
the passage of the Food and Drug Amendments Act and we hope 
to do this through the Reagan-Udall Foundation as we get that up. 
So I compliment and thank Congress for the opportunity and au- 
thority to do that. 

Mr. Burgess. Very good. I will yield back, Mr. Chairman. 

Mr. Stupak. The gentleman’s time has expired. 

Mr. Green. 

Mr. Green. Thank you, Mr. Chairman, and like my colleagues, 
I would like to welcome Dr. von Eschenbach in coming from Hous- 
ton. You spent it seems like 30 years with M.D. Anderson as both 
a researcher and a physician. I appreciate it. I also appreciate the 
job we expect you to do at FDA, although I will tell you my frustra- 
tion. You heard it from lots of members on a bipartisan basis. 
When someone is appointed by any administration, and I know we 
have the same problem in Democratic administrations, you owe 
your loyalty to that person, in this case President Bush or pre- 
viously President Clinton, but because of your appointment and 
confirmation, you also owe it to the American people, and I have 
had discussion with appointees bipartisanally over the years and 
there is bound to be, Mr. Chairman, some way where we can draw 
a line that says the head of a major department like the Food and 
Drug Administration can tell Congress what their request is be- 
cause I think we ought to know, and the President would submit 
the big budget to Congress but I think we ought to know the wish 
list from the FDA or the wish list for, you know, any other Federal 
agency, and I guess because in my experience here on the Hill, I 
have some other former Texas who are in healthcare facilities like 
yours, and after they left that particular administration, their free- 
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dom of speech was suddenly restored, and it was nice to be able 
to say well, at that time I had a different boss, I recognize you have 
a different boss, and sometimes we do that too. I understand if you 
are a committee chair in the House, you have a different boss and 
we always do but it is frustrating because this report raises a lot 
of concern, and was on the docks at the Port of Houston with FDA 
inspectors and it was frustrating to find out that, you know, our 
FDA inspectors are on the docks, we don’t have enough of them, 
and the headquarters is down in Laredo and Laredo may be very 
good because of the land base, biggest land-based port in the world, 
I guess, but because of all the foodstuffs that are imported and 
other things from Mexico. But I think the report shows that we 
have a problem, and in Texas we would say our ox is in a ditch 
and we need help getting it out, and I think that is what 
bipartisanally you are hearing from us because our committee is 
responsible for that. I wish I could tell you we also appropriate 
money but that comes from that other committee, and it is frus- 
trating because we want to give you the tools but we also — some 
of it is so money-based, if you want more inspectors, we have to 
pay for them. If we want labs to be able to get the results back 
quicker, then we have to pay for them, and those labs have to be 
close to the places. The closest lab in Texas FDA has is Arkansas. 
There is not even one in Texas. Chairman Dingell, I have this dis- 
cussion about his bill that would require some of these testing. 
Well, I don’t know if we need a lab at the Port of Houston but I 
know we need ability to contract for testing that may be closer 
than Arkansas is for all the Texas border. 

Let me ask you, in the GAO, typically whether it is FDA or other 
agencies, FDA had a lot of attention this year with the reauthoriza- 
tion, and I know you mentioned the aftermarket studies and that 
is now in statute and it is very important that you have the re- 
sources to do that in this last year and maybe your predecessor 
next year will have it, and what the GAO I think is telling us in 
the findings by the Science Board report as well as GAO working 
on food safety is, FDA’s food inspection program, FDA’s foreign 
medical device inspection program together conclude that your 
agency is facing considerable resource constraints. Would you agree 
with that? 

Dr. VON Eschenbach. Yes, sir. 

Mr. Green. And last November the GAO testified on the average 
you were able to inspect foreign manufacturers only about once 
every 13 years. Is that considered something that the FDA could 
agree with? 

Dr. VON Eschenbach. In terms of the manufacturers, I think it 
is important to point out what kind of manufacturer. 

Mr. Green. Eoreign drug manufacturer. 

Dr. VON Eschenbach. The overall number is fine. 

Mr. Green. And in China the data show that your agency at 
present inspection rates would only be able to inspect each firm 
every 50 years. Is that 

Dr. VON Eschenbach. The way that is arrayed, Mr. Green, let 
me try to point out that as it relates to, for example, a new drug 
or new device that is being produced beyond our borders, they all 
get inspected before that new device or drug is approved. Some of 
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the inspections that those numbers are referring to are inspections 
of plants that are already operative and underway for which prod- 
ucts are approved and we go back and reinspect, and the point I 
made earlier and I want to continue to emphasize is that when one 
looks at the number of places that are now engaged in food produc- 
tion and manufacturing, we cannot simply look at a formulaic num- 
ber in terms of how many times we inspect each one of them be- 
cause they are not all the same. 

Let me talk about devices in terms of the three classes, which 
I know was raised earlier by the chairman. Factories that are mak- 
ing tongue depressors for which there is relatively little, if any, risk 
of that product being problematic even though we regulate it would 
require a much different frequency of inspection than a factory that 
is making cardiac defibrillators, for example. So I think the num- 
bers are important overall but it is really important to look beyond 
the numbers to how we will improve the effectiveness of FDA’s reg- 
ulatory function in a risk-based model that extends our number of 
investigators and number of inspections to do the right thing in the 
right way, and I say that because I recognize the numbers are 
being discussed and I respect the fact we need to do more but I 
want you to understand I am trying to do more in a better way. 

Mr. Green. Well, and we want you to do that but we also recog- 
nize, and I think on a bipartisan basis, you need to do it in a better 
way but we also need to have more resources because if I am in- 
gesting medication from some other country and we don’t inspect 
them but maybe every 50 years or 13 years even on the average, 
it is different than a defibrillator but I watched at that dock where 
these toys were seized by customs agents but also in some cases 
counterfeit medication that the FDA inspectors were also to seize, 
and so that is why I say those inspectors on the docks and at the 
ports of entry have a very difficult job, and they just need to have 
reinforcements to do it and I think that is what the GAO report 
is probably aiming at, and whether it is this current Administra- 
tion or the next one, this Congress is going to have to make sure 
that those resources are there. 

Dr. VON Eschenbach. Yes. 

Mr. Green. Thank you, Mr. Chairman. I appreciate your pa- 
tience. I know I am over time. 

Mr. Stupak. Thank you, Mr. Green. 

Mr. Walden for questions, please. 

Mr. Walden. Thank you very much, Mr. Chairman. 

Dr. von Eschenbach, thank you for being here today. We appre- 
ciate your patience and your input and your leadership. Let me see 
if I can kind of sum this up since I guess I am at least at this point 
the last one. You have been there about 2 years as head of the 
FDA. 

Dr. VON Eschenbach. Yes, sir. 

Mr. Walden. When you got there you found there were problems 
at the EDA that are systemic that go back 2 decades. 

Dr. VON Eschenbach. Challenges at the EDA that 

Mr. Walden. Challenges. All right. Among those are an IT sys- 
tem that is inadequate for the demands of today. 

Dr. VON Eschenbach. Right. 
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Mr. Walden. Among those is a lack of inspectors to keep pace 
with the imports that are coming in, especially doing investigations 
and inspections overseas because of the shift that has occurred in 
our economy. You have asked for reports from outside and internal 
entities to tell you what the problems are and provide you with op- 
portunities to solve them, and that is kind of where we are at 
today. Is that accurate? 

Dr. VON Eschenbach. Yes, sir. I would like, if I can, to just add 
that not only have we been identifying these challenges but we 
have been working towards systemic solutions to those challenges. 
I have referred often to our IT plan. I looked at initially when I 
arrived. We were making a $200 million investment in IT. It is up 
to $247 million. We have looked at the number of inspections and 
the challenges of increasing the need to be more engaged beyond 
our borders, and we have increased the number of inspectors and 
the number of inspections, but the issue here is that is not going 
to get addressed in 1 year or in 2 years but what I want to do is 
create a trajectory that continues to keep pace with the challenge. 

Mr. Walden. Then in terms of trying to keep pace, you have in- 
dicated you reached out to do some FDA inspections with outside 
organizations maybe in foreign countries. Do you have MOUs, 
memorandums of understanding, with foreign governments, foreign 
agencies similar to your own to try and get a better handle? 

Dr. VON Eschenbach. We are in the process of working aggres- 
sively to create those relationships with those beyond our borders. 
Of course, most recently we have addressed the issues having to do 
with China. We have two memoranda of agreement that we signed 
with the government agencies within China that are our counter- 
parts. We have been working unilaterally and bilaterally with 
many nations, and this is a strategy that we will continue to pur- 
sue. 

Mr. Walden. I will just speak for myself but I assume other 
members of the committee might be interested over time to occa- 
sionally get updates on those memoranda and where we stand and 
the progress you are making on that front. That would be helpful. 

The other thing I have heard today is that your agency and that 
of directors prior to you has sort of over time been asked to do all 
kinds of new tasks and not necessarily funded to do those jobs. Is 
that an accurate assessment? 

Dr. VON Eschenbach. I believe that the report that was pre- 
sented earlier today by Mr. Hutt reflected the number of additional 
responsibilities that have been placed on the FDA for which he did 
not find a revenue stream to support that. I have attempted to look 
at our resources not only from the point of view of what Congress 
allocates in the form of budget but what Congress also allows us 
to acquire with regard to user fees and also now the private foun- 
dation, the Reagan-Udall Foundation. 

Mr. Walden. And I have only got a minute or so left. I want to 
hit two topics. One is the user fee topic, and it seems to me, given 
the fight that always occurs up here on the Hill for general fund 
money, what about this issue of user fees? I know there are those 
who probably even on the panels that have done investigations that 
think you don’t want to get too cozy with industry if they are fund- 
ing it, there won’t be that sort of separation. There are others who 
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say your agency doesn’t have the resources it needs and, frankly, 
industry benefits by your stamp of approval. 

Dr. VON Eschenbach. I mentioned those specifically because the 
data that Mr. Hutt presented did not incorporate the addition of 
the user fees and what that has done as far as our ability to in- 
crease our workforce. Having said that, we have recognized that 
with regard to the user fee program, is absolutely essential that we 
keep them restricted and defined as just that, a fee for service for 
which the industry deriving a direct and specific benefit 

Mr. Walden. Right, helps pay for 

Dr. VON Eschenbach. Helps pay 

Mr. Walden [continuing]. Regulatory costs 

Dr. VON Eschenbach [continuing]. Regulatory costs so it doesn’t 
become a burden for the taxpayer and that also we have an abso- 
lute firewall such that that fee does in no way shape or form influ- 
ence the regulatory decision, and I think if we put those kinds of 
safeguards in place. Congress holds us accountable, that can be an 
important component of our overall resource base. I think we have 
to explore the opportunities for public-private partnerships and the 
Reagan-Udall Foundation that I hope that we will be able to imple- 
ment has given us the opportunity to create that because in the 
public-private opportunity, for example, I alluded to our surveil- 
lance network, we have great opportunity to leverage and do what 
the Science Board report said we should do which is access exper- 
tise and resources that are available in other places to do what 
FDA needs to do. 

Mr. Walden. The second and final point I would like to throw 
your way, there are certainly many Americans, certainly members 
of Congress who think we should open the door for importation of 
pharmaceutical drugs from foreign countries. We have had votes on 
that in the House. There is a lot of pressure to do that. Can your 
agency certify if that were to take effect that the drugs that people 
would be ordering off the Internet or coming across our border are 
safe and are actually what they would be thinking they were filling 
a prescription for? 

Dr. VON Eschenbach. We are committed to continuously doing 
everything possible to ensure that the drugs and devices that 
Americans use are safe and effective, and in looking at the import 
problem, we have been unable to be certain we could ensure that, 
even when they are labeled as having come from what we could 
consider a reputable source like Canada, the product itself often is 
not and they are often coming from places other than Canada that 
we have absolutely no control or confidence in or when analyzed 
found to either not contain the active ingredient or to contain in- 
gredients that are in fact harmful. We have no way of being able 
to ensure the safety of reimports. 

Mr. Walden. Thank you, Mr. Chairman. 

Thank you. Dr. von Eschenbach. We appreciate your testimony 
and answers today. 

Mr. Stupak. I thank the gentleman. 

Let me ask this question. I asked you earlier about the report. 
You said you read the Science Review Board report, correct? 

Dr. VON Eschenbach. Yes, sir. 

Mr. Stupak. And nothing surprised you in that report, correct? 
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Dr. VON Eschenbach. That was my answer, yes, sir. 

Mr. Stupak. But then when Mr. Dingell asked you about the 
food safety where the report says you cannot provide for food safety 
of the American people, you disagreed with that. 

Dr. VON Eschenbach. Yes, sir. 

Mr. Stupak. So the report says we are not doing a good joh on 
food safety, we inspect about 1 percent of all the food that comes 
in, and you think that is a good job? 

Dr. VON Eschenbach. Mr. Chairman, let me be specific. I mean, 
you asked me if I was surprised about something in the report. I 
am not surprised that someone would have a different opinion than 
me. 

Mr. Stupak. So you are not surprised that the Science Review 
Board says we are failing to protect our food supply coming into 
this country? 

Dr. VON Eschenbach. I believe the American food supply is 
among the safest in the world. I believe we must continue 

Mr. Stupak. So do you disagree with the Science Review Board 
statement then on food safety? 

Dr. VON Eschenbach. I disagree that food safety today in the 
United States is not one of the finest in the world. I believe that 
to be the case. 

Mr. Stupak. It is not whether it is the finest, whether we are 
providing the adequate protection the American people expect and 
the Science Review Board says we are not. Do you disagree with 
that statement, yes or no? 

Dr. VON Eschenbach. It is hard for me to say we are not doing 
it when it is the finest food supply in the world, or among the fin- 
est food supply in the world, and when we recognize the nature 
and complexity of the problem that we need to continuously 

Mr. Stupak. The food supply, I agree, we have tons of it coming 
in. Every 5 years it doubles. The Science Review Board says we are 
not doing a good job. Do you agree or disagree with 

Dr. VON Eschenbach. Well, what is the basis for not doing a 
good job? 

Mr. Stupak. It is all there in the report. We don’t have inspec- 
tors, it doubles every 2 years. We don’t have any IT, all these 
things. We have had hearings on it which you testified. 

Dr. VON Eschenbach. Mr. Chairman, I am not saying that there 
aren’t problems and issues with regard to continuously ensuring 
the quality of our food supply. That is not my point. 

Mr. Stupak. Let me ask you specifically then. It is report of Sub- 
committee on Science and Technology 3.1.1, finding, “The FDA does 
not have the capacity to ensure the safety of food for the Nation.” 
Do you agree or disagree with that statement? 

Dr. VON Eschenbach. It is ensuring the safety of the food sup- 
ply. We have one of the finest 

Mr. Stupak. So you disagree with that statement? 

Dr. VON Eschenbach [continuing]. Food supplies in the world. 
That is not to say there aren’t challenges that I have been 

Mr. Stupak. They didn’t talk about challenges. They said you did 
not have the capacity, the FDA — and I am not trying to put you 
on the spot, I am not trying to argue with you. I mean, do you 
agree or disagree? 
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Dr. VON Eschenbach. I disagree with that. 

Mr. Stupak. ok. In their report, they also talk about personnel 
morale, and we talked about IT and I believe Dr. Nordenberg said 
that multiple turnovers as the head of your IT department, like 
five times in the last couple years, and then you don’t have a chief 
medical officer. The chief medical officer is also the deputy director 
of the department and Dr. Cassell said that is just way too much 
for one person, and they do cite the morale problems. What is the 
systemic problem with the morale problem at the FDA? 

Dr. VON Eschenbach. Let me kind of address some of these 
issues specifically, first of all, the turnover of chief information offi- 
cers. Since I have been at FDA, I have brought in a chief informa- 
tion officer but brought one in with unique and specific expertise 
but also with a very significant fundamental change in the charge 
to that chief information officer and their authority and respon- 
sibilities. We had chief information officers that were overseeing a 
totally distributed fragment system with no authority to be able to 
integrate or centralize that system. The very fact is, I not only got 
a chief information officer with unique skills and background and 
experience but enabled and empowered him to make fundamental 
systemic changes 

Mr. Stupak. Do you have a plan to implement your IT then? You 
have a new officer. Do you have a plan to implement it? 

Dr. VON Eschenbach. Absolutely. 

Mr. Stupak. What is the cost of that plan to implement your new 
IT? 

Dr. VON Eschenbach. We have invested at this point incremen- 
tally from $200 million when I arrived to now a total of what is 
$247 million, and I demonstrated that that has been successful at 
being able to put us on a trajectory to totally continually refurbish 
that entire infrastructure. So let me try to be clear about the chief 
information officer turnover. As it relates to the other issues of 
change in leadership, the director was recruited to be the acting 
surgeon general of the United States, and that is not — he didn’t 
leave because there was a morale problem, he left because he had 
an opportunity to 

Mr. Stupak. Sure. I am not saying any one of these people left 
because of morale problems. The report cites the morale problem 
within the agency. So 

Dr. VON Eschenbach. There is clearly from my point of view a 
need to address the morale and the needs of the people at FDA, 
and that is a process that is underway. It has come about by, num- 
ber 1, increasing their numbers and giving them more modern tools 
to work with, and quite frankly, giving them credit for the incred- 
ible job that they are doing as the world’s best and finest. 

Mr. Stupak. You held up this Food Protection Plan from Novem- 
ber of 2007 in a question from Mr. Barton. This plan doesn’t iden- 
tify any resources to implement it. How much will it cost to imple- 
ment this plan? 

Dr. VON Eschenbach. The plan is a strategic plan. It is not a 
business plan. The business plan to be able to implement that is 
part of our budget process. 

Mr. Stupak. Are you implementing it? 

Dr. VON Eschenbach. Yes, sir. 
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Mr. Stupak. So you have got to have a budget for implementing 
it. 

Dr. VON Eschenbach. Yes, sir. 

Mr. Stupak. What is that budget 

Dr. VON Eschenbach. We spent 2008 dollars to implement that. 

Mr. Stupak. OK, 2008 dollars. I am sure that is fiscal year 2008. 

Dr. VON Eschenbach. Yes, sir. 

Mr. Stupak. How many dollars have you spent in 2008 to imple- 
ment this plan? 

Dr. VON Eschenbach. I need to give you that specific number 
but we have spent 2008 numbers to implement portions of that 
plan, and I have 

Mr. Stupak. Well, GAO said that — and again, I asked this ques- 
tion earlier. Without a clear description of resources and strategies, 
it will be difficult for Congress to assess the likelihood of the plan’s 
success in achieving its intended results. 

Dr. VON Eschenbach. The success of the plan, Mr. Chairman, is 
not how much money we are spending on it. That is a critical and 
important element 

Mr. Stupak. I agree. It is 

Dr. VON Eschenbach [continuing]. To achieve success. 

Mr. Stupak [continuing]. Not how much money. 

Dr. VON Eschenbach. But success is what the plan actually ac- 
complishes. 

Mr. Stupak. Here is the list. These are recalls last year, 21 
pages. We will measure success when I don’t come here with 21 
pages of recalls. If we don’t have the resources, we are to continue 
with 21 pages of recalls of food, fish, all this 

Dr. VON Eschenbach. I agree that we need additional resources 
and I have requested resources in the budget. I have also held our 
leadership at FDA accountable in implementation of that report. 

Mr. Stupak. As Members of Congress, we are trying to help you. 
Mr. Dingell, Mr. Pallone and myself have the Food Safety Bill, 
which will bring user fees for you. If you put it together at $50 a 
line, it comes to approximately $900 million in extra money could 
come to the FDA. Has the FDA — and I have asked you this before 
and I am sure I going to get the same answer. Have you taken a 
position on the Dingell-Pallone-Stupak Food Safety Bill, yes or no? 
Before you said no, and I am sure the answer is still no, right? I 
can answer that one for you. Since 1996 we have been doing food 
safety hearings. Since 1996 the FDA has never, never taken a posi- 
tion. How can we help you if you won’t even take positions on legis- 
lation that number 1, would improve the food safety program which 
your Science Review Board says is broken. We are trying to give 
you the resources. You won’t even comment on it. How can we 
work together in a cooperative effort 

Dr. VON Eschenbach. Mr. Chairman, there is a request for addi- 
tional authorities. You would help me a great deal by addressing 
those additional authorities. 

Mr. Stupak. Well, we would like to help you with that. You won’t 
even tell us how much it costs to implement, where you are getting 
the resources, what is going to take. I mean, I don’t want to be ar- 
gumentative. 
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Dr. VON Eschenbach. The authorities for us to have mandatory 
recall would not 

Mr. Stupak. No, I asked about the Dingell-Pallone-Stupak hill. 
You won’t even take a position on it. It is the most comprehensive 
bill we have seen in years. It provides you authorities, provides you 
recall authority, which you don’t have now on food, and will actu- 
ally give you the resources and you won’t even take a position on 
it. So how can we partner to fix the FDA based on Science Review 
Board’s recommendation when the FDA as the Commissioner or 
your legislative affairs department won’t even take a position on 
simple legislation designed to assist, provide you with the authority 
and the resources you need? 

Dr. VON Eschenbach. We continuously are committed and avail- 
able to provide you any technical expertise you would require 

Mr. Stupak. Give us the technical expertise on our legislation. 
Tell us what you like or don’t like. You won’t even tell us that. 

Mr. Shimkus. Mr. Chairman. 

Mr. Stupak. Yes, Mr. Shimkus. I am sorry I am over my time. 

Mr. Shimkus. That Dingell-Pallone-Stupak, would that Stupak 
be any relation to you? 

Mr. Stupak. That is my brother. 

Mr. Shimkus. I just want to mention two things, and I high- 
lighted your resume earlier just because you have a long career in 
public service, working with patients, and again, it is a good thing 
to highlight. And I want to address your issue of how safe is safe, 
what is the cost. I mean, both Mr. Stupak and I play sports, we 
play baseball. You can have a good team, you can have a very suc- 
cessful team, but that team can always get better and that team 
can get better by bringing in new players, spending — I am not in 
a big major market area where the Cardinals can’t spend what the 
Yankees spent or the Dodgers spend or the Red Sox spend but it 
is quality and it is leadership and it is teamwork and it is fitting 
the pieces of the puzzle together. That is where our questions — I 
mean, there is a resourcing issue. We understand that. 

Dr. VON Eschenbach. I couldn’t agree with you more, sir, but I 
have never done an operation in my entire life I didn’t ask how can 
I do it better no matter how well it turned out. I am not before the 
committee to say that FDA does not have the opportunity to be bet- 
ter and to do more but that is different than saying it is a failure. 
It is not. 

Mr. Shimkus. Because I am going to continue to be eating food, 
you know, tonight and I am going to eat food in the morning and 
I am going to eat food at lunch and I am assuming it is safe and 
for 99.99 percent of Americans it is going to be. There is going to 
be errors. We are going to try to fix that. My colleagues are right 
to push the envelope and try to get zero defects. We can’t get zero 
defects. I think when you have 21 recalls, I think a broken system 
would have no recalls. We wouldn’t identify any problems and then 
the problems would emerge. So the fact that there are recalls, the 
fact is there is a system out there that could be better. We want 
to help you. I think you identified authorization stuff that we 
should address. We will have to fight the appropriations battle 
with our appropriation friends. You have a chance, the fifth time 
to come back and talk about your budget request, what actually 
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was put in the budget and how we can help to add more to that. 
I appreciate your time, and there are votes, Mr. Chairman, I yield 
back. 

Mr. Stupak. Mr. Walden, you have a question or two? 

Mr. Walden. Yes, Mr. Chairman, since we are on the third 
round here. 

I want to follow up too on this issue of the recalls because I agree 
with my ranking member, if there were no recalls we might either 
be in a perfect world or in a world ready for disaster, because that 
means people aren’t catching problems and it is naturally going to 
occur, right, in the food chain? You get a contaminant in, some de- 
vice breaks, something doesn’t happen right. I want to minimize 
those numbers. 

Dr. VON Eschenbach. Exactly, and 

Mr. Walden. Explain how that works. 

Dr. VON Eschenbach. Well 

Mr. Walden. And is that the right metric? 

Dr. VON Eschenbach. It is an important point because if we are 
going to continuously respond to the challenges, our systems have 
to address preventing these problems from ever occurring in the 
first place, and that is a new area of opportunity in the FDA. It 
has to strengthen our interventions, which is the inspections, but 
it also has to have this piece that is the response. When there is 
a problem, we have to identify it rapidly and intervene before great 
harm is done. There will be recalls. There will be problems that 
will develop in these complex systems and, for example, most re- 
cently detecting the problem of botulinin contamination. We went 
in and understood why that botulinin contamination occurred, and 
not only was that enabling us to fix the problem 

Mr. Walden. Was that in the spinach? 

Dr. von Eschenbach. That was in canned foods that was being 
cooked. And not only were we able to identify the problem and get 
a corrective process there, but disseminate that to other places and 
have them make modifications in their cooker to prevent the prob- 
lems from occurring in those places. 

Mr. Walden. I see. 

Dr. VON Eschenbach. So response fed right back into preven- 
tion. That is what FDA is engaged in and what FDA is doing, and 
that is in response to Mr. Stupak’s concern that we have got to get 
better, do more and be more effective and that is our commitment 
and that is the way I think we can go about accomplishing that. 

Mr. Walden. Dr. von Eschenbach, can you talk to me a little 
about that food improvement program you are putting forward? 
Now, I would understand that we are not going to learn about the 
budgetary costs of that until the President’s budget comes out, so 
you will have some funding requests I assume in the President’s 
budget we will learn about in a week or two that will help under- 
write the costs of that. Is that correct? 

Dr. VON Eschenbach. Right, and in the FDA in the past when 
it had to regulate spinach, it was regulating spinach in the context 
of what I grew up with my grandmother, namely that she would 
take it home and wash it five times and then cook it. Now 

Mr. Walden. Until it had lost all its nutritional value too, right? 
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Dr. VON Eschenbach. And FDA has to regulate spinach and let- 
tuce in the context that we stop off at the supermarket, bring home 
a bag, open it up and turn it upside down. The lettuce comes out 
already cut along with the croutons and the salad dressing. That 
is a much different reality. If FDA continued to do things the way 
it did in the past in the future, we would then fail. 

Mr. Walden. So this Food Protection Plan 

Dr. VON Eschenbach. Is to modernize and to keep pace with the 
new challenges that are emerging so we continue to be the world’s 
gold standard. 

Mr. Walden. And so specifically that is a strategic plan. Why 
don’t we have the business plan? 

Dr. VON Eschenbach. It is going to require resources and au- 
thorities. The resources are tracking through the normal budget 
process. The authorities are the very specific domain of this com- 
mittee. 

Mr. Walden. When will you have those requests to us? 

Dr. VON Eschenbach. Well, the report is published and available 
for discussion and commentary and implementation. We are look- 
ing forward to working with Congress around some of those issues, 
and many of them have been identified by Congress and, for exam- 
ple, mandatory recalls. 

Mr. Walden. But the business plan itself, when we will see that? 

Dr. VON Eschenbach. Well, the business plan will be and is part 
of the budget process and clearly we have made some initiatives 
and some direction in that regard in 2008. I look forward to mak- 
ing more and discussing those additional opportunities in 2009 
once the President’s budget 

Mr. Walden. And when did you come out with the strategic plan 
again? 

Dr. VON Eschenbach. This plan was introduced just a few 
months ago. 

Mr. Walden. So you are going to take it from there to a business 
plan in what time? 

Dr. VON Eschenbach. We have already started some of that 
business plan process and some of the specifics. I will get to the 
chairman for the record an exact accounting of the dollars that 
have been applied to this plan as part of our Food Protection Plan. 
I just don’t have it at the table with me. 

Mr. Walden. And regarding the chairman’s legislation on recall 
and all, have you been invited to testify? 

Did we have hearings on that bill yet? 

Mr. Stupak. The full committee has not. 

Mr. Walden. Has the subcommittee had a hearing on it yet? 

Mr. Stupak. This subcommittee doesn’t 

Mr. Walden. The Health Subcommittee? 

Mr. Stupak. I don’t believe they have. 

Mr. Walden. You don’t think they have had a hearing on your 
bill? 

Mr. Stupak. No. 

Mr. Walden. OK. 

Mr. Stupak. But we don’t need a hearing to make a decision on 
legislation. 
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Mr. Walden. Well, we haven’t this year, no. Last year, not too 
many. Anyway, I would he interested to know your opinions too 
when there is a hearing and you have the invitation to testify on 
that legislation. 

Dr. VON Eschenbach. If we are called upon to testify, we cer- 
tainly would be responsive to that, and asked for technical assist- 
ance we would be responsive to that. 

Mr. Walden. Thank you. Thank you, Mr. Chairman. Thank you, 
Mr. von Eschenbach. 

Mr. Stupak. Well, that is going to have to conclude and we only 
have 6 minutes left for a vote, so Dr. von Eschenbach, thank you 
again for appearing and we look forward to talking to you soon, 
probably in about 60 days. 

Dr. VON Eschenbach. Thank you. 

Mr. Stupak. That concludes the questions. I want to thank all 
of our witnesses for coming today and for the testimony and mem- 
bers for their devotion to this hearing today. I ask for unanimous 
consent that the hearing record will remain open for 30 days for 
additional questions for the record. Without objection, the record 
will remain open. 

I ask unanimous consent that contents of our document binder 
be introduced into the record. Without objection, the documents 
will be entered in the record. 

[The information appears at the conclusion of the hearing:] 

Mr. Stupak. That concludes our hearing, and without objection, 
this meeting of the subcommittee is adjourned. 

[Whereupon, at 2:55 p.m., the subcommittee was adjourned.] 

[Material submitted for inclusion in the record follows:] 

Statement of Hon. Jan Schakowski 

Thank you, Mr. Chairman - and thank you for your initiative in bringing this im- 
portant issue before us today. I am eager to hear from our witnesses, many of whom 
have been immersed in issues surrounding FDA operations for years, and bring par- 
ticular insight to our hearing today. Thank you for being here. 

American’s assume that the products they use every day have been tested and ap- 
proved for safety and effectiveness by some government agency. They may not al- 
ways know exactly which agency this should be - but they make personal care deci- 
sions for themselves and their loved ones based on this assumption. As we’ll discuss 
today, this is not always the case. 

This Sunday’s Washington Post showed us that toys from China aren’t the only 
products we’re using that are laced with dangerous substances. The article, written 
by Susan D’Amato, highlights the issue of contaminants in cosmetics; lipsticks con- 
taining lead, mascaras containing mercury and hair treatments containing form- 
aldehyde. 

D’Amato cites a study done by the Campaign for Safe Cosmetics, which tested 33 
lipsticks for lead content - several of which exceeded the FDA’s lead limit for candy. 
Why use candy as a benchmark? Because the FDA has yet to set a lead standard 
for lipstick - in fact, the FDA doesn’t even have regulatory authority over cosmetics, 
nor does it subject cosmetic products or ingredients to premarket approval author- 
ity. 

On the one hand, we have things that have been approved that shouldn’t have 
been - but on the other - we have potentially life-saving therapies which haven’t 
been approved by FDA - and without a lot of clarity as to why. 

Last Spring, amidst cries of foul play, the FDA delayed its approval of Provenge 
(a therapeutic vaccine for use in terminally ill patients with prostate cancer) against 
the scientific recommendation of its own advisory committee, which saw the value 
in bringing patient’s the first nontoxic treatment for prostate cancer. This decision 
has raised concerns of both FDA’s ability to review emerging scientific discoveries 
- and of the need for transparency into the approval process pipeline. 
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These are two very different, but very alarming illustrations of the challenges 
which face an outdated, outpaced, and under-resourced FDA. As our witnesses will 
further detail for us today, the United States is depending on a 1950s FDA facing 
21st century demands. This is a stark reality which demands attention and action. 

I look forward to working with this Committee and this Congress to overhaul the 
Food and Drug Administration in a way that will re-establish it as a leader in peer- 
review, innovation, collaboration and communication. 

Again, thank you to the witnesses for being here - and thank your Mr. Chairman. 
I 3deld back the balance of my time. 
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March 11, 2008 

The Honorable Jan Schakowsky, Member 
Subcommittee on Oversight and Investigations 
U.S. House of Representatives 
Committee on Energy and Commerce 
Washington, DC 205 15-6115 


Dear Representative Schakowsky, 

Please accept this letter in response to your question which follows: 

"Mr. FitzGerald, the Science Board Report states: 'FDA ‘s inability to keep up with 
scientific advances means that American lives are at risk. While the world of drug 
discovery and development has undergone revolutionary change - shifting from cellular 
to molecular and gene-based approaches - FDA ’s evaluation methods have remained 
largely unchanged over the last half century. ’ 

I have asked Ms. Cassell to elaborate on the Science Board's findings, and specifically, 
on how this inadequacy will affect New Drug Applications. Will you please explain more 
about the scientific implications and how this will affect our ability to get new life-saving 
therapies to patients in a timely way?" 


Drug discovery and development is increasingly configured on what I described as 
“emerging sciences” in my testimony. 

A few examples; 

• An understanding that signaling pathways in cells are arranged in dense biological 
networks that intersect and influence each other to amplify or dampen the 
transmission of messages is being exploited in drug development. The first new 
drug based on the detection of an unexpected signaling point in such networks has 
entered evaluation in humans. This approach is called systems biology. Besides 
providing insight into “hubs” that might be exploited for beneficial drug action, it 
is expected also to predict how perturbance of some hubs might result in adverse 
effects: an early sign of what to look out for. The FDA has no in-house experts in 
this emerging science. 
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• Increasingly, emphasis is being placed on detailed studies in small numbers of 
people to try to understand how genetic variation might influence drug response. 
This requires a lot of expertise in defining the individual characteristics of the 
patients and how they vary. Again this involves integrating genomic information 
with novel unbiased assessments of biological response using mass spectrometric 
measurements of multiple variables. This information is then used to stratify 
patients to increasingly personalize the advice we can convey based on 
verification in larger trials. The FDA’s in-house strength in genomics and human 
pharmacology (as distinct from epidemiology) has become seriously depleted and 
is organizationally fragmented. 

• Novel developments in technology are begiiming to look at large numbers of 
proteins and their metabolic products - proteomics and metabolomics - in body 
fluids at baseline and in response to drugs. It is hoped that these new 
methodologies will allow us to detect signatures of drug safety and efficacy. The 
FDA has essentially no in-house expertise in these areas. 

• Novel therapies and diagnostics are also based on other emerging sciences - a 
nice example is RNA, as opposed to DNA. Here we understand that there are 
multiple ways in which RNA can be regulated and these are being exploited in 
drug discovery currently and increasingly in drug development. Each of these 
novel therapeutic approaches - stem cell therapeutics is another good example - 
have their own particular features. Here again , the ability of the FDA to interact 
more readily with experts in the academic sector would be likely to enhance the 
efficiency of consideration and approval of these new potential therapies. 

In summary, the agency is configured to respond to a model of drug discovery that will 
be increasingly subject to radical change. These forces are likely to gather steam as the 
inefficiency of the current business model - 1 8 new drugs approved in the past year, 
perhaps half of them truly innovative - drives innovation. 

The agency needs to draw on expertise from outside its ranks to afford it the flexibility to 
respond to a changing paradigm. It also needs the resources to prompt the best programs 
in the academic sector to align their efforts with the regulatory science mission of the 
FDA. 

I hope these thoughts are responsive to your request and of help to you and your 
colleagues as you work to strengthen the FDA. 

Sincerely, 

Garret A. Fitzufemd, MD 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 


Pood and Drug Administration 
Rockville MD 20857 


OCT 1 0 2003 

The Honorable John D. Dingel! 

Chairman 

Committee on Energy and Commerce 
House of Representatives 
Washington, D.C. 20515-6115 

Dear Mr. Chairman: 

Thank you for your letter of September 1 2, 2008, regarding the January 29, 2008, hearing 
entitled, “Science and Mission at Risk: FDA’s Self-Assessment,” and the October 1 1, 
2007, hearing entitled “Diminished Capacity: Can the FDA Assure the Safety and 
Security of Our Nation’s Food Supply? - Part III.” Your letter requested responses to 
additional questions for the record submitted in two previous letters. We apologize for 
the delay in providing these responses. 

We provided you with responses to the October 1 1 , 2007, Food Safety hearing on 
September 1 9, 2008, and we are now providing you with responses to the January 29, 
2007, Science Board hearing. As instructed in your letter, we have included FDA’s 
responses to the questions from each Member on the following separate pages. 

We have restated each question in bold, followed by our response. 


Questions from The Honorable Jan Schakowsky 

1. The Science Board Report states, ^‘Inadequately trained scientists are 

generally risk-averse, and tend to give no decision, and slow decision or, even 
worse, the wrong decision on regulatory approval or disapproval.” 

a. What are you doing in terms of providing leadership that will help 
fulfill the Food and Drug Administration’s (FDA) mandate to speed 
development, review, and approval of new therapies for patients 
fighting cancer or other terminal illnesses? 

The Critical Path Initiative, launched in 2004, is FDA’s effort to stimulate and assist a 
national effort to modernize the scientific process — the critical path — through which 
FDA-regulated products are developed, evaluated, and manufactured. In addition, FDA 
uses Fast Track, Accelerated Approval^ and Priority Review to make therapeutically 
important drugs available at an earlier time. These approaches do not compromise the 
standards for the safety and effectiveness of the drugs that become available through the 
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process. Finally, user fees have played an important role in expediting the drug approval 
process since the passage of the Prescription Drug User Fee Act (PDUFA) 

Critical Path Initiative 


The goal of the Critical Path Initiative, introduced by FDA in 2004, is to facilitate 
projects and initiatives that will help move the regulatory sciences into the 21 st century, 
enabling us to capitalize on the breakthroughs of basic science. In another area, new 
bioinformatics approaches are enhancing the interoperability of information tracking 
systems in the health care environment for all regulated products (e.g., adverse event 
reporting). 

As part of the Critical Path Initiative, FDA is working with the academic community, the 
public, the pharmaceutical industry, and other Federal health agencies (e.g., the National 
Institutes of Health (NIH), the Centers for Medicare & Medicaid Services, and the 
Department of Veterans Affairs) to modernize and transform the development and use of 
medicines. In 2006, after extensive FDA and public input, we published a list of 76 
specific scientific projects with great promise for facilitating development of the path 
from the laboratory bench to the patient bedside. (The report is available online at 
httn://www.fda.eov/oc/initiatives/criticalpath/ .'> In addition, we have identified a number 
of Critical Path Opportunities for Generic Drugs. Examples of projects currently 
underway include establishing standards for an artificial pancreas, research on drug 
eluting stents, and biomarker research. 

Among many other activities, the Critical Path Initiative also supports the implementation 
of information technologies that will enable us to tap into existing data repositories to 
expand research into disease areas, create modeling and simulation tools that leverage 
prior knowledge, and impact trial design efficiency. 

Critical Path efforts will also help lower the costs of medical products to consumers. Just 
a 10 percent improvement in predicting a drug's failure before clinical trials were started 
could save $ 1 00 million in development costs for that single drug — costs that otherwise 
may be passed on to consumers through higher insurance premiums or more expensive 
drugs. 

Fast Track. Priority Review, and Accelerated Approval 

FDA recognizes that it is important to speed development, review, and approval of new 
therapies for patients fighting serious or life-threatening illnesses, especially when the 
drugs are the first available treatment or have advantages over existing treatments. FDA 
has developed three distinct and successful approaches to making such drugs available as 
rapidly as possible: Fast Track, Priority Review, and Accelerated Approval. These 
approaches do not compromise the standards for the safety and effectiveness of the drugs 
that become available through this process. 
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The table below illustrates the improvement in FDA review limes in the years between 
1993 and 2003. The median time required to review a priority review drug was reduced 
from 13.9 months to 6 months. 

Comparison of Approval Times for Priority and Standard Review Drugs 
Priority NME & New BLA Standard NME & New BLA 


Calendar 

Year 

Approvals 

' M.imhor Median FDA 

Number Review Time 

(months) 

Approvals 

‘ Median FDA 

Review Time 
Approved , months) 

1993 

13 

13.9 

12 1 

27.2 

1994 

13 

15.0 

^ ] 

22,2 

1995 

9 

6,0 

19 

15.9 

1996 

18 

7.7 

35 

146 

1997 

9 

6.4 

30 

14 4 

1998 

16 

6.2 

14 

12.3 

1999 

19 1 

6.3 

16 

14.0 

2000 

9 

6,0 

18 

15.4 

2001 

7 

6.0 

17 

15.7 

2002 

7 

13,8 

10 

12,5 

2003 

9 

6.7 

12 

13.8 

2004 

21 

6.0 

15 

16.0 

2005 

15 

6,0 

5 

158 

2006 

10 

6.0 

12 

12.5 


For your information, we have summarized each approach below. 

Fast Track 

Fast Track is a process designed to facilitate the development and expedite the review of 
drugs to treat serious or life-threatening conditions that demonstrate the potential to 
address an unmet medical need. Fast Track designation must be requested by the drug 
company. The request can be initiated at any time during the drug development process. 
FDA will review the request and make a decision within 60 days. In addition, most drugs 
that are eligible for Fast Track designation are likely to be considered appropriate to 
receive a Priority Review. 
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Priority Review 

Prior to approval, each drug marketed in the United States must go through a detailed 
FDA review process. In 1992, under PDUFA, FDA agreed to specific goals for 
improving the drug review time and created a two-tiered system of review times-Pr/onVy 
Review and Standard Review. A Priority Review designation is given to drugs that offer 
major advances in treatment, or provide a treatment where no adequate therapy exists and 
the new drug application (NDA) must be reviewed within six months. Standard Review 
provides a ten-month time frame for review and is used for all other NDAs. 

Accelerated Approval 

In 1992, FDA finalized the Accelerated Approval regulation, allowing earlier approval of 
drugs that have been studied for their safety and effectiveness in treating serious or life- 
threatening illnesses, and that provide meaningful therapeutic benefit to patients over 
existing treatments. Under this regulation, FDA can approve certain NDAs on the basis 
of adequate and well-controlled clinical trials, establishing that the drug has an effect on a 
surrogate endpoint that is reasonably likely to predict the product’s clinical benefit. 

Drugs approved under this regulation are made available to patients faster, while the 
NDA holder continues to study the drug to verify its clinical benefit. 

A surrogate endpoint is a marker — a laboratory measurement or physical sign — that is 
used in clinical trials as an indirect or substitute measurement that represents a clinically 
meaningful outcome, such as survival or symptom improvement. The use of a surrogate 
endpoint can considerably shorten the time required to receive FDA approval. FDA 
bases its decision on whether to accept the proposed surrogate endpoint on the scientific 
support for that endpoint. 

Use of a surrogate can save valuable time in the drug approval process. For example, 
instead of having to wait to learn if a drug actually can extend the survival of cancer 
patients, FDA might now approve a drug based on evidence that the drug shrinks tumors 
because tumor shrinkage is considered reasonably likely to predict a real clinical benefit. 
In this example, an approval based upon tumor shrinkage can occur far sooner than 
waiting to learn whether patients actually lived longer. The drug company must still 
conduct studies to confirm that their product extends survival time. These studies are 
known as Phase 4 confirmatory trials. 

If the confirmatory trial does not show that the drug provides a clinical benefit for 
patients, FDA has regulatory procedures in place that could lead to removing the drug 
from the market. 

PDUFA 

The PDUFA program is the cornerstone of modern FDA drug review. PDUFA, enacted 
in 1992 and renewed in 1997 (PDUFA II), 2002 (PDUFA III), and 2007 (PDUFA IV), 
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authorizes FDA to collect fees from companies that produce certain human drug and 
biological products. 

On September 27, 2007, the President signed into law the Food and Drug Administration 
Amendments Act (FDAAA) of 2007. This law amended the Federal Food, Drug, and 
Cosmetic Act (FD&C Act or the Act) and reauthorized some existing provisions of the 
Act, including the PDUFA provisions (PDUFA IV). The PDUFA IV fee increase 
supports FDA’s activities for drug review, drug safety, drug development, and related 
priorities authorized by Congress in FDAAA. The PDUFA IV fee increase also allows 
FDA to improve information technology to support human drug review. 

b. How can you improve upon the currently flawed delivery of 

important new options to patients in a prompt and ef^cient manner? 

FDA clearly appreciates the need to speed development, review, and approval of new 
breakthrough treatments for patients with serious illnesses. We are constantly striving to 
find new and innovative ways to facilitate the availability of more effective medicines. 

As evidence of this, we have initiated several new approaches to the review and approval 
of vital treatments for unmet medical needs. These revitalized FDA drug review 
approaches have yielded tangible results in bringing safe and effective drugs to patients 
with serious diseases more rapidly. For example, since 1996, 68 drugs for cancer 
therapies have received priority review and approval. FDA reviewed Gleevec (iraatinib 
mesylate), a treatment for chronic myeloid leukemia, in four months. Shortened review 
times have also brought promising treatments to patients with HIV/AIDS more quickly. 
Kaletra (lopinavir/ritonavir) for the treatment of HIV/AIDS, was reviewed and approved 
in three and a half months. Pegasys (peginterferon alfa-2a), a combination product for the 
treatment of Hepatitis C, was approved for marketing in four months. 

It is important to note that new pharmaceutical therapies, which undergo a more rapid 
review process, are held to the same rigorous standards of scientific review to ensure 
their efficacy and safety. Further, it is vitally important that the extra effort and resources 
devoted to more rapid reviews be targeted carefully, based on scientific merit and 
medical need. 


2. Unlike food and pharmaceuticals, FDA currently has no pre-market 

regulatory authority over cosmetic ingredients or products, cannot require 
pre-market safety testing, cannot mandate that cosmetic-related injuries be 
reported, cannot require manufacturers to register their cosmetic 
establishments, and cannot require a product recall unless a court of law 
finds the product may be injurious for users. Given the emerging science on 
low-dose effects of and cumulative exposure to chemicals and the Centers for 
Disease Control and Prevention's documentation of the accumulation of the 
chemicals found in personal care products in the body fluids of children and 
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adults, is FDA conducting any safety reviews looking at the cumulative and 

lovr-dose effects of these chemical exposures? 

The Centers for Disease Control and Prevention’s (CDC) National Report on Human 
Exposure to Environmental Chemicals provides an analysis of environmental chemicals 
and their metabolites that are excreted in the urine of study participants. The report 
specifically states that its findings do not establish an association between exposure to 
these chemicals and adverse effects on human health. Some of the environmental 
chemicals and their metabolites that are referenced in CDC’s report may be found in 
cosmetics, over-the-counter (OTC) drugs, or other personal care products. Many of them 
also come from other sources in the human environment that are not subject to FDA 
regulatory authority. 


Under section 601(a) of the FD&C Act, 21 U.S.C. 361, a cosmetic is adulterated if “it 
bears or contains any poisonous or deleterious substance which may render it injurious to 
users under the conditions of use prescribed in the labeling thereof or, under such 
conditions of use as are customary or usual..." (emphasis added), FDA’s review of 
ingredient safety may address, where appropriate, effects from exposure to small 
quantities of a chemical, in addition to cumulative exposure. 


FDA has other requirements (21 CFR Part 700, Subpan B) for specific ingredients that 
may be used in cosmetic preparations. In addition, FDA has studied the effects of long- 
term use of alpha hydroxy acids (AH As), resulting in the issuance of guidance for 
industry on the labeling of products that contain these ingredients, in order to ensure their 
safe use (available on our Web site at httD://www.cfsan. fda.gov/--dms/ahaguid2.html ). 


More recently, FDA has been evaluating the safety of phthalate esters used in cosmetic 
products. Our scientists developed an analytical method to determine the levels of 
phthalate esters in cosmetics and the results of our survey of products for phthalate levels 
was recently published (“Analysis of Consumer Cosmetic Products for Phthalate Esters,” 
J.C. Hubinger and D.C. Havery, Journal of the Society of Cosmetic Chemists, (2006) vol. 
57, pp. 127-137). We are currently beginning a more extensive survey to obtain 
information for determining human exposure to phthalates from the use of cosmetic 
products. 

3. Is FDA conducting any studies on the use and timing of chemicai exposures 
from personai care products and cosmetics, specifically for young children? 

As noted in response to Question 2, not all “personal care products” are regulated as 
cosmetics under the law. Those products regulated as drugs are subject to the 
requirements for drugs, including premarket evaluation of their safety and effectiveness 
before they are approved for introduction into the marketplace or adherence to 
restrictions specified in the OTC drug monographs. 
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Also as noted in the response to Question 2, FDA is beginning a survey of cosmetics 
products to determine the levels of phthalates in current use. The survey includes 
cosmetic products marketed for use by infants and children, because, like all consumers, 
they are exposed daily to phthalates from a number of sources, including air, drugs, food, 
plastics, water, and cosmetics. FDA’s laboratory survey will help us to more accurately 
assess their exposure to phthalates from cosmetics specifically. FDA is also conducting a 
study to determine levels of the contaminants 1,4-dioxane and ethylene oxide in 
children’s cosmetic products. 

4. Is FDA — or any other Federal agency to your knowledge — conducting any 
studies on worker exposures to unsafe chemicals used in the cosmetics 
industry? 

Worker safety is primarily under the purview of the Occupational Safety and Health 
Administration and the National Institute for Occupational Safety and Health. These 
agencies have conducted or sponsored studies of workplace exposure to chemicals that 
are used as cosmetic ingredients and also used in other products and settings. In addition, 
EPA has published information relevant to worker safety, such as safety resources for 
nail salons, available at wwnv.epa.gov . Professional practice, such as in salons, is 
generally regulated by state and local authorities. 

FDA keeps abreast of relevant studies conducted by its sister agencies and other scientific 
bodies, including studies related to worker safely, which may yield information useful in 
assessing the safety of direct use of cosmetics by consumers. 

5. How many staff does FDA’s Office of Cosmetics and Colors have and what is 
its annual budget? 

In FY 2008, FDA received additional appropriated funds specifically for the cosmetics 
program. The Center for Food Safety and Applied Nutrition (CFSAN) estimates that tis 
appropriated FY 2008 budget for the Office of Cosmetics and Colors (OCAC) will 
support 16 full-time equivalent (FTE) positions and provide $2.7M for the cosmetics 
activities conducted by OCAC. The Color Certification Program is supported by user 
fees and is not provided for by any appropriated funds. 


6. A recent editorial in the journal of Nature Biotechnology [Vol.26. Number 1, 
January 2008], a peer-reviewed scientific Journal, calls for an explanation by 
the Food and Drug Administration (FDA) of why it ignored the advisory 
committee’s positive recommendation for the cancer vaccine Provenge. It 
argues that, at the very least, FDA should explain its decision for the good of 
those developing other cancer vaccines, who would welcome this clarity in 
order to better develop their products. Do you have any thoughts on how 
this decision affected the ongoing research of other cancer treatment 
developers? 
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FDA is aware of the editorial in the journal of Nature Biotechnology [Vol.26. Number 1, 
January 2008]. At FDA, providing the American public with safe and effective medical 
products is our core mission. We base important decisions, such as to allow specific 
human studies of an investigational product, or to approve a product on the available 
scientific information and a careful evaluation of risks and benefits to patients. 

While FDA takes very seriously, and carefully considers, the advice of its advisory 
committees, the committees’ recommendations are advisory in nature and the Agency is 
not bound by these recommendations. FDA makes a decision on whether a product 
should be approved after evaluating all data and considering the recommendations of the 
advisory committee. 

FDA’s Center for Biologies Evaluation and Research (CBER) helps facilitate the 
development, approval, and aecess to safe and effective biological products. CBER often 
provides guidance to sponsors during the applieation review process, and we will 
continue to provide guidance when requested by a sponsor. Under applicable laws and 
regulations, including 21 CFR 601.50 and 21 CFR 601.51 (dXl), information provided to 
FDA concerning a speeific product is not available for public disclosure prior to licensure 
of the produet. 
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The HonorabJe Jav Inslee 

1. Since the hearing, have you explored FDA's Extradition options and whether 
it has such authority in these cases? 

FDA consults with the Department of Justice (DOJ) in matters of extradition. Each 
decision must be made on a case-by-case basis. After sufficient review, DOJ makes the 
decision whether or not to pursue extradition. FDA does not comment on pending 
matters. 

2. What are the legal parameters within which the FDA has to act regarding 
extradition? 

U.S. law defines the legal parameters for extradition to the United States. As previously 
stated, DOJ, not FDA, makes extradition decisions based on the law and DOJ policy. 
FDA does not have specific authority to effect extradition. 

3. If the authority exists, what action has FDA taken toward extradition in 
these cases? 

The authority for extradition resides with DOJ. FDA consults with DOJ on a case-by- 
case basis regarding matters of extradition to the United States. FDA does not comment 
on open or pending matters. 

4. If you have not considered extradition, why not? 

As previously stated, DOJ decides matters of extradition. FDA consults with DOJ on a 
case-by-case basis regarding matters of extradition to the United States. FDA does not 
comment on open or pending matters. 


S. What efforts has FDA made towards extraditing individuals who import 
devices that are illegally marked [sic| in the United States? 

FDA consults with DOJ in matters of extradition. DOJ makes the decision whether or 
not to pursue extradition action. 
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The Honorable Marsha Blackburn 


1. Today we have heard testimony from several witnesses on the massive 
burdens placed on FDA with regards to regulating the U.S. food supply, 
pharmaceuticals, etc, I am concerned with problems your agency is facing in 
meeting your current regulatory obligations, yet others want to pile on 
another monumental task by requiring FDA to regulate tobacco as well. 
Regulating tobacco would not only divert attention away from the agency’s 
traditional functions, but would also force the agency into uncharted waters, 
such as investigating and preventing cigarette smuggling. 

A. Can FDA handle the additional task of regulating tobacco? 

The program created by H.R. 1 108, to regulate tobacco products, would be 
comprehensive and would require the Agency to create a new Center to 
implement the program. If the bill becomes law, it is essential that FDA be 
provided adequate resources to carry out those new authorities. 

B. Do you have concerns that regulating tobacco will further 
compromise FDA’s ability to protect the Nation’s food and drug 
supplies, two of FDA’s most important roles? 

In order to avoid compromising FDA’s ability to cany out its mission, it is 
essentia] that the Agency be provided with adequate resources to implement 
any new responsibilities it is given. 

2. You stated in an interview with The Hill newspaper on January 24 that you 
need to present a game plan for how increased funds will be used, and what 
the return on investment would be for the American people, 

A. Can you tell us what the return on investment might be if FDA was 
compelled to regulate tobacco? 

In The Hill interview, the Commissioner was addressing a means for how 
FDA would use additional funds, if provided. In the case of regulating 
tobacco. Congress would be asking the Agency to take on additional 
responsibility. We agree that it would be important to understand the return 
on investment for this program. The extent to which there will be a return on 
investment will depend on whether FDA is adequately funded to carry out a 
tobacco program. 

B. Also, in that same interview, you said that you wanted FDA to be a 
bridge and not a barrier to getting new solutions to patients. Could 
FDA be a bridge for tobacco products under the current legislative 
proposals moving through Congress? 
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If H.R. 1 108 is enacted, FDA would seek to implement the tobacco legislation 
in a manner consistent with its express provisions. Our understanding is that 
the legislation would allow marketing of tobacco products that meet the 
standards of the legislation. 

Please let us know if there are further questions. 


Sincerely, , 



Acting Assistant Commissioner 
for Legislation 
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May 21, 2008 


The Honorable John D. Dingell, Chairman 
Committee on Energy and Commerce 


Dear Representative Dingell and Stupak: 

On behalf of the former members of the Subcommittee on Science and Technology of 
the FDA Science Advisory Board, I again thank you for your interest in our report: “FDA 
Science and Mission at Risk." Our conclusions were serious and troubling, so we are 
grateful that Members of Congress see the need to address the concerns we raised. 

Pursuant to your request of February 29, 2008, I have attached my response to the 
additional questions posed by Members Shimkus and Schakowsky following the hearing 
held by the Subcommittee on Oversight and Investigations held January 29. 

I appreciate your sensitivity to the fact that the Subcommittee completed its work and 
was thus disbanded by the FDA Science Board on December 3, 2007. As Chair of the 
Subcommittee that prepared the report and the witness that summarized the overall 
findings of our report in the hearing on January 29, 1 personally have prepared the 
attached responses. However, on behalf of this group, I emphasize that we remain 
available to each of you in our common pursuit of a stronger FDA that has the resources 
it needs. 


Sincerely, 




Gail H. Cassell, Ph.D., D.Sc.(hon) 

Vice President, Scientific Affairs and 
Distinguished Lilly Research Scholar for Infectious Diseases 
Eli Lilly and Company 


cc; The Honorable Joe Barton, Ranking Member 
Committee on Energy and Commerce 
The Honorable Bart Stupak, Chairman 
Subcommittee on Oversight and Investigations 
The Honorable John Shimkus, Ranking Member 
Subcommittee on Oversight and Investigations 
The Honorable Jan Schikowsky, Member 
Subcommittee on Oversight and Investigations 
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RESPONSE TO QUESTIONS POSED BY THE HONORABLE JOHN SHIMKUS 
Submi^^ed by Gait H. Cassell, Ph.D. in the capacits of Chair of the FDA Science 
Board Subcommittee on Science and Technology 

Question 1 

To clarify for the record, the budget estimating performed by the Subcommittee: Tab 10 
of the hearing document binder, entered into the record, contains a document entitled: 
“Budget Justification,” which outlines upwards of $ 1 .2 billion in additional FDA funding. 

a. Was this the estimated budget prepared by the Subcommittee on Science and 
Technology as it drafted its report for the Science Board? If so, what were the 
Sources and how did the Subcommittee assess and prepare these estimates. 

b. Did the Science Board consider or accept this information in its deliberations over 
the Subcommittee Report? 

c. How does this information differ from budget estimates noted in the report, and 
is this information essential for understanding the findings and recommendations 
committee’s report to the board? 

Response 1 

The budget estimate under Tab 10 was prepared by the Subcommittee during the course 
of its work. The Subcommittee was composed of three members of the Science Board and 
30 other experts representing industry, academia and other government agencies. As 
described in the report, the Subcommittee was divided into working groups each of which 
reviewed a different center within the agency and three cross-cutting areas. The working 
groups included: CDER, CBER, CDRH, NCTR, CFSAN/CVM, Genomics, Information 
Technology, and Biostatistics and Surveillance. 

While the Subcommittee was asked to review gaps in science and technology and not to 
assess available resources, it rapidly became apparent that the gaps were so intertwined 
with two decades of inadequate funding that it was impossible to assess one without the 
other. The Subcommittee found that FDA 's resource shortfalls have resulted in a 
plethora of inadequacies that threaten our society — including, but not limited to, 
inadequate inspections of manufacturers, a dearth of .scientists who understand emerging 
new science and technologies, inability to speed the development of new therapies, an 
import system that is badly broken, a food supply that grows riskier each year, and an 
information infrastructure that was identified as a source of risk in every FDA Center 
and function. The Subcommittee concluded that FDA can no longer fulfill its mission 
without substantial and sustained additional appropriations. Thus each of the 
Subcommittee working groups felt it was critical to develop realistic budget estimates for 
implementation of their recommendations to address the gaps. In addition, Peter Barton 
Hutt, a member of the Subcommittee and former Chief Counsel of the FDA, was 
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requested by the Chair of the Subcommittee to review the recent budget history of the 
FDA in the context of its roles and responsibilities. 

The Subcommittee was in a unique position to develop reliable estimates of the resources 
required to implement the recommendations of its report. The Subcommittee membership 
had extensive experience in development and management of large R & D budgets and 
regulatory groups, including budget development and oversight for entire 
pharmaceutieal companies (i.e. former CEO Merck; heads of research and development 
of Genentech, Abbott, Monsanto) and universities (Dean, Iowa State School of 
Agriculture: Dean, University of Texas Southwestern School of Medicine). The 
Subcommittee membership also included an economist with expertise in workforce issues, 
a former Assistant Secretary of Health and Human Services, and as already mentioned, a 
former Chief Counsel of the FDA. In addition, despite the lack of access to internal data, 
the Subcommittee was able to review publicly available information and directly observe 
the overall stress within the Agency while conducting this review. Finally, as the 
Subcommittee became cognizant of the seriousness of the FDA 's deficiencies and the 
magnitude of the crisis, the Subcommittee spent considerable effort garnering as much 
information as possible about the current roles and responsibilities of Agency staff and 
currently available resources. 

The Subcommittee also had exceptional expertise in budget development and oversight 
with respect to developing budgets for emerging sciences, food safety and information 
technology. Members included leaders of relevant research institutes (founders and 
leaders of the Institute for Translational Medicine and Therapeutics at the University of 
Pennsylvania, the Institute for Systems Biology, the Broad Institute Harvard/MIT, Brown 
Institute of Molecular Medicine in the University of Texas Health Science Center 
Houston), research intensive departments in academic institutions (departmental chairs 
from University Penn.sylvania., University of Alabama Birmingham, University of 
Wisconsin), and other government agencies (i.e. HHS, NIH, CDC, USDA), a former 
Under Secretary for Food Safety, a VP of Information Technology of two major 
pharmaceutical companies, the Assistant Chief Information Officer for the Center for 
Infectious Diseases of the CDC and leader of the IT Influenza Pandemic Preparedness 
team of CDC. 

Based upon their best professional judgment and publicly available information, the 
Subcommittee budget estimates were summarized and linked to the major 
recommendations. Of course, the Subcommittee realizes these estimates have several 
associated caveats. One is that the FDA, as part of the administration, is required to 
support the resource needs identified in the President’s budget. As a result, the 
Subcommittee was unable to incorporate internal FDA estimates of what is needed to 
address the deficiencies noted. Another is a lack of data. The Agency does not have a 
historical budget database, and as a result the Subcommittee was not in a position to 
conduct a zero-based budget analysis for FDA. 

In addition to its own estimates, the Subcommittee also drew heavily from estimates of 
other knowledgeable groups that had developed detailed budget estimates for food safety 
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(Alliance for a Stronger FDA whose Board membership includes three former FDA 
Commissioners and two Secretaries of HHS plus former FDA officials) and drug safety 
(the Institute of Medicine of the National Academies of Science). In the Budget 
Justification under Tab 10, these outside sources are directly linked to the recommended 
amounts. The outside sources are also referenced in detail in the body of the original 
report. The sources used by Mr. Hutt for his recommendations are given in detail in 
Appendix B of the original report. 

Draft versions of the report did contain a table with an itemized breakdown similar to 
that in Tab 10. The table was used in multiple discussions by the Subcommittee and 
served as the basis for the statements about resource needs in the final report. However, 
the budget justification provided under Tab 10 was not presented in that form to the 
Science Board nor vvm it included in the body of the final written report or the 
appendices. The budget information and recommendations of Mr. Hutt were all included 
in Appendix B of the final written report, were presented by Mr. Hutt to the Science 
Board, and submitted for the written record of the Oversight Committee’s hearing during 
Mr. Hutt 's testimony before the Committee on Januarary 29. 

On December 3, 2007 the Subcommittee officially transmitted their report, FDA Science 
and Mission at Risk, to the full Science Board. The Board unanimously accepted the 
report, including the overall budget recommendations. 


Question 2 

The Budget Justification document contains $160 million in estimated funds for the 
Office of Regulatory Affairs (ORA), which serves the inspection function for the agency. 

a. Does the Subcommittee estimate in its report how many new inspectors would be 
necessary — in ORA’s current set up — to evaluate imports and conduct domestic 
and foreign inspections of food facilities, and drug and device manufacturing 
facilities? If so, how many? And how many inspectors would be necessary 
should FDA implement its recently completed ORA revitalization plan? 

b. Did the Subcommittee evaluate whether the ORA presently is eapable of 
managing effectively the demands of burgeoning imports and foreign drug 
manufacture should it receive more resources? 
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Response 2 

The Subcommittee did not perform an in depth review of ORA. The committee did not 
feel it had the adequate expertise, nor time necessary, to do justice to this complex but 
critical area of FDA 's responsibilities. The Subcommittee did recommend that the 
Science Board undertake a thorough review of ORA paying particular attention to the 
gaps in science and technology identified that would have an impact upon ORA. 
Therefore, the Subcommittee cannot provide absolute answers to Question 2. However, 
based upon data presented to the Subcommittee by the FDA in terms of the number of 
sites outside the United States to be inspected (>300,000 in over 100 countries) and 
given the decrease in appropriated funds detailed in Appendix B of the report, one can 
conclude that ORA is not currently capable of providing the proper oversight. 


Question 3 

Appendix B to the Subcommittee report contains the following language: “The report 
was prepared as part of Mr. Hutt’s service on the Science Review Subcommittee. ..and 
reflects his personal analysis and opinion on matters considered by the Subcommittee.” 
Did the Subcommittee adopt or accept this appendix as fully representing the 
Subcommittee’s views on the budget and resource needs of the agency? 

Response 3 

The Subcommittee unanimously agreed with the findings and need to essentially double 
the appropriated funds and personnel. However, some committee members felt that the 
agency could not responsibly absorb a doubling within the first year as was 
recommended by Mr. Hutt but rather that there should be a phased-in approach based 
upon a science business plan to be developed within an upgraded science organization 
led by a new chief scientific officer and new scientific directors in each of the centers (as 
recommended in the Subcommittee 's report). 


Question 4 

The Subcommittee report recommends that its plan “be aligned with the 2009 budget 
process in order to align the resources with the proposed response.” Clearly, the 
President’s current budget proposal was nearly completed by the time this report was 
released. Did you expect the FY2009 budget proposal presented by President Bush in 
February to contain substantial alignment with your recommendations? If not, what did 
the Subcommittee mean by this recommendation? Please elaborate. 

Response 4 

The Subcommittee did not expect the President’s budget would align with our 
recommendations. However, the Subcommittee was hopeful that because of the 
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seriousness of the deficiencies noted and the urgency with which they need to be 
addressed, that the resource recommendations would be taken into account by the 
Congress in their appropriations of funds for the FDA during the FY09 budget process. 


Question 5 

Will you work with this Committee, on a bi-partisan basis, to help develop strong, bi- 
partisan agreement on resource recommendations? 

Response 5 

All members of the Science and Technology Subcommittee remain committed to working 
with each member of Congress in the common pursuit of a stronger FDA that has the 
resource it needs. For example, following the hearing of the Subcommittee on Oversight 
and Investigations at the request of Congressmen Dingell, Waxman, Stupak and Pallone, 
the budget estimates in Tab 10 were used by some former members of the Science and 
Technology Subcommittee to develop a more detailed breakdown of the resources 
required to implement the recommendations of the report. Even though the Science and 
Technology Subcommittee had been disbanded upon acceptance of its report, all but four 
members (two who were unavailable and two who were government employees) reviewed 
and gave their signature in support of the more detailed analysis. 
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RESPONSE TO QUESTION FROM THE HONORABLE JAN SCHAKOWSKY 
Submitted bv Gail H. Cassell, Ph.D. in the capacity of Chair of the FDA Science 
Board Subcommittee on Science and Technology 

Question 

Ms. Cassell, the Science Board Report states; “FDA’s inability to keep up with scientific 
advances means that American lives are at risk. While the world of drug discovery and 
development has undergone revolutionary change shifting from cellular to molecular and 
gene-based approaches — FDA’s evaluation methods have remained largely unchanged 
over the last half century.” 

Could you please expand on this a bit more — my concern is that for example, New Drug 
Applications for cancer are being evaluated based on standards of traditional 
chemotherapeutic approaches. What does this mean for our ability to bring new, life- 
saving drugs to patients? 

Response 

The central challenge for the FDA is to protect consumers while supporting the efficient 
development of new products to promote health. In order to respond to this challenge, 
FDA-relevant biology and medicine in the 2F' century must make use of the growing 
knowledge about the enormous complexity of living organisms. The FDA must be ready 
and able to embrace new approaches to understanding and applying biology. It is vital 
to the public health that FDA be prepared to lead the way; not only by effectively 
anticipating and responding to the paradigm changes described in the Subcommittee 's 
report, but by anticipating and responding to the as yet unidentified advances in 
medicine. 

The FDA must have the scientific and information base to understand changes in 
medicine to advance the treatment of important diseases. The scientific paradigm of the 
past 30 years, which was based on the targeting of specif c enzymes, receptors and ion 
channels and advances in understanding nutrition, has enabled the discovery and 
development of important medicines and vaccines that have had enormous impacts on 
both human and animal health. Yet effective treatments for a wide variety of diseases, 
such as many forms of cancer, Alzheimer’s Disease, Parkinson 's Disease, etc., have been 
difficult to find because of the complexity of the molecular bases of these diseases. The 
success of the human genome project in deciphering the genetic code of biological 
information has changed the level of scientfc understanding in two important ways. 
First, a complete parts list of all human genes is becoming increasingly complete, so that 
the component parts of the complex system can be delineated. Second, a view of biology 
as an information science has emerged. It is clear that biological information is 
acquired, transmitted, integrated and distributed by biological nePvorks, to the molecular 
machines. These two insights have generated a whole new strategy: a ‘systems 
approach’ to understanding health and disease. This systems view has signifcant 
implications for the products used in diagnosis, therapy and even prevention. It provides 
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completely new and powerful strategies for approaching these tools of contemporary 
medicine, because we are now moving from having the complete parts list to learning 
how these parts function together in networks and systems. The challenge that the FDA 
faces is that systems approaches require a cross-disciplinary environment in which 
biology, medicine, technology and computation/mathematics can be seamlessly 
integrated. 

In addition to the emergence of a systems approach to medicine, the FDA must take 
advantage of two other forces that are revolutionizing medicine (and biology). These 
are: the development of powerful new measurement (nanotechnology) and in vivo 
imaging technologies: and, the pioneering of new mathematical and computational tools 
for acquiring, storing, validating, mining, integrating, visualizing and modeling 
biological information. 

The resulting paradigm shift is that medicine will move from its current, largely reactive, 
mode to one that is predictive, personalized, preventive and participatory. This new 
medicine will lead to a digitalization of medicine (e.g. the analysis of biological 
information from single molecules, single cells and even single individuals). This, in 
turn, will have an even larger impact on medicine than did the digitalization of 
information technologies and communications. This will require similarly significant 
advances in the information technology arena to support novel data and information 
needs that are arising from rapidly evolving new sciences and their exciting applications. 

These same systems changes will come to all areas of biology relevant to the FDA — 
agriculture, food, nutrition, toxic environmental responses, etc. Furthermore, there are 
many other emerging sciences that are rapidly evolving and contributing to the 
complexity of this new paradigm such as, wireless technology, robotics, regenerative 
medicine, combination products, medical imaging, etc. While there is debate about how 
rapidly the new paradigm will become reality, no one questions the urgent need for the 
FDA to put mechanisms in place to be able to monitor and access knowledge and 
expertise in these emerging sciences. 
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"Americans enjoy unprecedented dwice and convenience in 
filling the cupboard today, but we also face new challenges to 
ensuring that our food is safe. This Food Protection Plan will 
implement a strategy of prevention, intervention and response 
to build safety into every step of the food supply chain." 

Michael 0. Leavitt 
Secretary of Health and Human Services 
U.S. Departoent of Health and Human Services 



An investigator from the FDA's San Francisco 
District (left) working vrith an investigator 
from the California Department of Health 
Services, collecting soil samples as part of 
an investigation into an f. roft‘ outbreak in 
spinach. 

Black Star/Sttv» Yeater FDA 


A senior import specialist in FDA's New York 
District, reconciling importers' invoices with 
shipping labels and collecting samples at a 
food warehouse. 

Slack Star/M1cha«l Falco for FDA 


Today's consumers have come to expect 
increased levels of convenience and choice, 
both of which contribute to the need for a 
global food supply. 
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A MESSAGE FROM THE COMMISSIONER 


As a physician and the Commissioner of Food and Drugs, protecting America's food supply 
is extremely important to me. 

American consumers have one of the safest food supplies in the tvorld, but the world is 
changing and we know it can be safer. New food sources, advances in production and 
distribution methods, and the growing volume of imports due to consumer demand call 
for a new approach to protecting our food from unintentional or deliberate contamination. 
The U.S. Food and Drug Administration (FDA) must keep pace with these changes so that 
the safety of the nation's food supply remains second to none. 

In the past few years, FDA has introduced several initiatives that address microbial and other 
food safety hazards with domestic or imported produce and that guide industry practices 
in the safe production of fresh-cut fruits and vegetables. FDA has also worked hard to raise 
awareness about food defense issues and preparedness. These are just a few things we are 
doing to improve food safety and food defense. 

Recent nationwide recalls remind us how devastating foodborne illness can be. In the past 
year, contaminated peanut butter led to illnesses in more than 300 people and at least 50 
hospitalizations. Contaminated spinach resulted in 206 illnesses, three deaths, and more 
than 100 people hospitalized. Reports of kidney failure and deaths in cats and dogs prompted 
a recall of more than 100 brands of pet food. 

For every one of these emergencies, the FDA responded immediately to minimize harm. 
FDA investigators traced each problem's source and worked without delay to remove the 
affected products from market shelves. FDA staff continue to work diligently to protect our 
food supply, by containing outbreaks and preventing further illnesses. 

With this FDA Food Protection Plan we are going even further. It is a forward-oriented concept 
that uses science and modern information technology to identify potential hazards ahead 
of time. By preventing most harm before it can occur, enhancing our intervention methods 
at key points in the food production system, and strengthening our ability to respond 
immediately when problems are identified, FDA can provide a food protection framework 
that keeps the American food supply safe. 

Andrew C. van Eschenbach, M.D. 

Commissioner of Food and Drugs 
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I. EXECUTIVE SUMMARY 


FDA is implementing a Food Protection Plan (the Plan) that addresses both food safety 
and food defense for domestic and imported produas. The Plan is integrated with the 
Administration's Import Safety Action Plan. The Food Protection Plan operates through a 
set of integrated strategies that: 

• Focus on risks over a product’s life cycle from production to consumption 

• Target resources to achieve maximum risk reduction 

• Address both unintentional and deliberate contamination 

• Use science and modern technology systems 


FDA's Integrated Strategy Provides Three Elements of Protection 


PREVENT Foodborne Contamination 

• Promote Increased Corporate Responsibility to Prevent Foodborne Illnesses 

• Identify Food Vulnerabilities and Assess Risks 

• Expand the Understanding and Use of Effective Mitigation Measures 


INTERVENE at Critical Points in the Food Supply Chain 

• Focus Inspections and Sampling Based on Risk 

• Enhance Risk-Based Surveillance 

• Improve the Detection of Food System "Signals" that Indicate Contamination 


RESPOND Rapidly to Minimize Harm 

• Improve Immediate Response 

• Improve Risk Communications to the Public, Industry and Other Stakeholders 


FDA recognizes the need to partner with Congress to make the changes necessary to trans- 
form the safety of the nation's food supply. This Plan identifies the administrative actions 
we are proposing to take within the Agency. This Plan also recommends legislative changes 
to strengthen FDA's ability to continue to protect Americans from foodborne illnesses. 


Additional Protections that Involve Legislative Changes to FDA's Authority 


PREVENT Foodborne Contamination 

• Allow FDA to Require Preventive Controls to Prevent Intentional Adulteration by 
Terrorists or Criminals at Points of High Vulnerability in the Food Chain 

• Authorize FDA to Issue Additional Preventive Controls for High-Risk Poods 

• Require Food Facilities to Renew Their FDA Registrations Every Two Years, and Allow 
FDA to Modify the Registration Categories 


box zontinued on page 4 ... 
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box continued from page 3 ... 


INTERVENE at Critical Points in the Food Supply Chain 

• Authorize FDA to Accredit Highly Qualified Third Parties for VoUjntary Food Inspections 

• Require New Reinspection Fee From Facilities That Fail to Meet current Good 
Manufacturing Practices (cGMPs) 

• Authorize FOA to Require Electronic Import Certificates for Shipments of Designated 
High-Risk Products 

• Require New Food and Animal Feed Export Certification Fee to Improve the Ability of 
U.S. Firms to Export Their Products 

• Provide Parity Between Domestic and Imported Foods if FDA Inspection Access is 
Delayed, Limited, or Denied 


RESPOND Rapidly to Minimize Harm 

* Empower FDA to Issue a Mandatory Recall of Food Products When Voluntary Recalls Are 
Nc»t Effective 

• Give FDA Enhanced Access to Food Records During Emergencies 


FDA plans to enhance its information technology (IT) capabilities to fully support the imple- 
mentation of the FDA Food Protection Plan. 

For More Information 

For follow up information on this report, contact; 

Kari Barrett 

Senior Advisor, Food Protection Team 

Room 14B-17 

5600 Fishers Lane 

Rockville, MD 20857 

Phone 301.827.9831 

Email: FoodProteciion(Sfda.hh$.gov 

lb download a copy of this report go to http:/lwww.fda.govfocfinitiativesladvancelfDodlplan.html 
or for the PDF version go to http://ufww.fda.gov/ocfiniciatives/advance/food/plan.pdf 

For more in-depth information on the many programs FDA has underway to protect 
the nation's food supply, go to the Food Protection main page at http://www.fda.gov/oc/ 
initiatives/advance/food.html 


II. INTRODUCTION 


Every day across the country, people eat out, buy groceries, and cook meals for their fami- 
lies. Americans expect that all their food will be safe, and FDA plays a critical role in mak- 
ing sure this is true. FDA is responsible for the safety of the vast range of food Americans 
eat; about 80 percent of all food sold in the United States. This includes everything except 
for meat, poultry, and processed eggprodiKis, which are regulated by the U.S. Department 
of Agriculture (USDA). 

In May 2007, Secretary of Health and Human Services Michael O. Leavitt and Commissioner 
of Food and Drugs Andrew C. von Eschenbach, M.D., charged FDA with developing a compre- 
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Relative rates compared with 1996>1998 baseline period of laboratory- diagnosed cases of 
infection with Campylobacter, 5TEC 0157, Listeria, Salmonella and Vibrio, by year. 



YEAR 

Under its FoodNet program (www.cdc.gov/foodnet), the Centers for Disease Control and Prevention (CDC) monitors 
foodborne microorganisms that cause illness and tracks trends. This graph shows the progress that has been made 
in reducing foodborne infections. Other than recent increases in Vibrio- and Shiga toxin-producing Escherichia 
coii (STEC) 0157-related illness, the incidence of illnesses associated with these foodborne microorganisms has 
mostly remained steady or gone down since the late 1990s, although further progress is needed. Note that the 
graph represents all illnesses associated with the five types of bacteria, not just that from contaminated food. 
The graph also represents illnesses from foods not regulated by FOA. 


hensive and integrated FDA Food Protection Plan to keep the nation's food supply safe from 
both unintentional and deliberate contamination. Driven by science and modern information 
technology, the Plan aims to identify potential hazards and counter them before they can do 
harm. A cornerstone of this forward-thinking effort is an increased focus on prevention. 


The Plan builds in safety measures to address risks throughout a product's life cycle, from 
the time a food is produced to the time it is distributed and consumed. The Plan focuses intearated 

FDA's efforts on preventing problems first, and then uses risk-based interventions to ensure ^ 

preventive approaches are effective. The Plan also calls for a rapid response as soon as con- approach, 
taminaied food or feed is detected or when there is harm to people or animals. , 

within the Food 


FDA's integrated approach, within the Food Protection Plan, encompasses three core ele- 
ments: prevention, intervention and response. 

• The prevention element means promoting increased corporate responsibility so that food 
problems do not occur in the first place. By comprehensively reviewing food supply vul- 
nerabilities and developing and implementing risk reduction measures with industry and 
other stakeholders, FDA can best address critical weaknesses. 


Protection Plan, 
encompasses three 
core elements: 
prevention, 
intervention and 


• The intervention element focuses on risk-based inspections, sampling, and surveillance at response. 
high risk points in the food supply chain. These interventions must verify that the preven- 
tive measures are in fact being implemented, and done so correctly. 


• The response element bolsters FDA's emergency response efforts by allowing for increased 
speed and efficiency. It also includes the idea of better communication with other federal, 
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State, and local government agencies and industry during and after emergencies. Whether 
contamination is unintentional or deliberate, there is a need to respond quickly and to 
communicate clearly with consumers and other stakeholders. The communication should 
emphasize identifying products of concern as well as assuring the public of what is safe 
to consume. 

FDA is committed to strengthening the nation's food protection system through implementa- 
tion of the FDA Food Protection Plan. The Plan's strategic and partnered activities are driven 

by science and incorporate the use of 21st-century technologies. 

Scope of the Food Protection Plan 

1. Applies to food for people and animals 

2. Addresses domestic and imported products 

3. Encompasses food safety (unintentional contamination) and food defense (deliberate 
contamination) 


FDA Regulates Roughly 80 Percent of the U.S. Food Supply 


• FDA regulates $417 billion worth of domestic food and $49 billion in imported food' 
annually. 

• FDA has oversight of more than 136,000 registered domestic food facilities (including 
more than 44,000 U.S. food manufacturers and processors and approximately 113,000 
U.S. food warehouses, including storage tanks and grain elevators}.^ 

• FDA or state and Local authorities regulate more than 2 mtUion Farms, roughly 935,000 
restaurants and institutional food service establishments, and 114,000 supermarkets, 
grocery stores, and other food outlets.' FDA provides guidance, model codes, and 
other technical assistance to state and local partners. 

• Approximately 189,000 registered foreign facilities manufacture, process, pack, or 
hold food consumed by Americans. 


2 Biued on fDA value'of-shipment information, 2003. 

2 Fiicifittcj that are engoged in more than one type of dctivity (e.g.. manufacturing and warehousing) are counted 
in both categories; thus, the sum of the individual numbers of type of faciHtias exceeds the number of total 
registered faeilities. 

3 Data from U.S. Department of Agriculture, National Restaurant Association, and U.S. Certsus Bureau. 


III. CHANGES AND CHALLENGES 


Current trends in the food industry promise better nutrition and wider choices for con- 
sumers. At the same time, multiple factors pose challenges. These include changing food 
production technology, patterns of human demographics and behavior, business practices, 
new threats, and communication issues. 


Increasingly, 
consumers want 
the convenience 


Trends in Demographics and Consumption 

changes in demographics and consumption have increased consumers' susceptibility to food- 
borne illness. For example, by 2015, it is estimated that 20 percent of the population will be 
60 or older. Older Americans are among those at highest risk for foodborne illness. 

Also, the practice of a family buying a head of lettuce and preparing a salad at home is not 
as common. Increasingly, consumers want the convenience of opening up a bag of salad 
that's already prepared, and immediately serving it. 


of opening up a 
bag of salad that's 
already prepared, 
and immediately 
serving it 
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It used to be that when a single head of lettuce was contaminated, the resulting illness affected 
one family. Now, cotitaminated heads of lettuce may be processed with thousands of other 
heads of lettuce and placed into bags of convenience salad that many consumers can buy. Tisese 
bags of salad end up in thousands of homes, potentially resulting in hundreds of illnesses. 

The shifting demographics have increased thenumbera of Kisceptible consumers, and the 
convenience factors have meant that small problems can lead to large oulbreaks-both indi- 
cations of the need to make changes to ensure a continued high level of food protection. 


shifting Demographics 

Our population demographics are changing. Shifting demographics means that more of 
the U.S. population Is, and Increasingly will be, susceptible to foodfaorne illness. 

® In 2007, 20-25 percent of the population is in a high-risk category (young, older, 
pregnant, immune-compromised). These Americans face a risk of serious illness or 

death from foodborne illness*. 

» In 1980, 15 percent of the population was 60 or older. By 2025, the number will be 25 

percent. 

® Four percent of the population is immune-compromised (transplant patients, people 
who are HIV positive, people receiving chemotherapy or other immunosuppressive 
treatments, people with chronic diseases). 

* FtJ! «sampk in a joint Food and Agriculture Or^izaiim of the United Na^ns (FAO)/WcrUl Health 
Organixation {WHO} report an Listeria monocyta^Ties (LM) microbiological risfe assessment, it ivas estimated 
that transplant patients had a 2,584 inarmsed prabability of becoming SI from LM, compared with a healdiy adult 
less ihm S5 years old The same repcrt indicated that AIDS patients had an 865-fold increase and an otherwise 
healthy adult over the age of 65 hod a 7.5-foid increase lfxp:ljftp.faQ.OTgJdiKstp!faol007{y5554ely5^^4e00.pdfl. 


Convenience Trends 

Americans are consuming more convenience foods. Foods prepared outside the home 
may he subject to cross-contamination from other foods, as well as contamination from 
food workers. 

• Ready-to-eat foods (bagged salad, cut fruit) and prepared foods (including hot bars 
with main and side dishes, as well as salad bars) and frozen dishes that can be cooked 
quickly are increasing in popularity. 

• Cooking in the home is decreasing—people are eating out and bringing prepared foods 
home. 

• Spending on foodservice items, such as supermarket deli foods, accounts for about 
half of all U.S. food spending. 


Consumption Patterns 

A greater variety of foods are eaten year round. Also, foods that are consumed raw or 
with minimal processing are often associated with foodborne illness. 

• Consumers are encouraged to make healthier food choices and increase consumption of 
fruits and vegetables (5-9 servings/day), including fresh produce. 

® U.S, per capita consumption of fresh fruit and vegetables increased 36 percent from 
1981 to 2000. 

» A typical grocery store carried 173 produce items in 1987 and now carries 558 produce 
items. 

® Produce items that were once considered seasonal are available on a year-round basis. 

® Increased consumption of exotic foods whose safety hazards are not well understood. 

Sources.- U.S. Census Bureau and U5DA Economic Research Service 
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Global Food Supply 

There have been dramatic changes in the volume, variety, and complexity of FDA-regulated 
products arriving at U.S. ports. The United States trades with over 150 countries/territo- 
ries with products coming into over 300 U.S. ports. In the last decade, the number of food 
entry lines’ has tripled. According to the USDA Economic Research Service, apprcocimately 
15 percent of the overall U.S. food supply by volume is imported. However, in certain food 
categories a much higher percentage is imported. For example, approximately 60 percent 
of fresh fruits and vegetables consumed in the U.S. are imported, which fills the gap when 
U.S. domestic production is inadequate or out of season (e.g., bananas, tropical fruits, etc.). 
Imports of seafood rose from less than 50 percent of U.S. seafood consumption in 1960 to 
more than 75 percent today. 



The type of imported foods is changing. In the past, the bulk of FDA-regulated imports 
consisted of unprocessed food ingredients with subsequent processing of those ingredients 
covered by FDA domestic regulatory oversight. Today, foods that are inherently more likely 
to pose risks, such as ready-to-eat food products, fresh produce and seafood, account for an 
increasing proportion of imported foods. 

This is not to suggest that food imported into the United States, as a whole, poses a greater 
food safety risk than domestically produced food. But increases in the volume and complexity 
of imported foods have taxed the limits of FDA's approach to handling imports. Currently, 
data on 100 percent of the shipments are submitted through the electronic systems of the 
U.S. Customs and Border Protection (CBP) and FDA. The data are screened electronically 
to determine whether the food appears to present a signibcant risk to public health. Some 
foods are then inspected physically based on perceived risk. Food products of greater concern 
are physically inspected more frequently. 

Currently, FDA often has very limited information regarding conditions under which most 
food is produced in foreign countries. While many foreign countries have well-developed 
regulatory systems to ensure food safety, other countries have systems that are less well- 
developed and that may not be able to ensure food safety to the same degree, 


1 An entry line means each portion of an impori shipment that is listed as a separate item on an entry document, hems in 
an impon entry having different tariff descriptions must be lisud separatety. 
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Growth in Foreign Manufacturers Exporting Low-Add Canned Foods 


1973 

2004 

Domestic LACF/AF Firms 

742 

1,300 

Foreign LACF/AF Firms 

34 

6,700 

One example of how the source of food has changed is in the import of canned or sealed 
fruits, vegetables, fish, and other products (collectively known as low-acid canned food/ 
acidified food or LACF/AF). As the table shows, the number of domestic firms nearly doubled 
between 1973 and 2004. By contrast, there was close to a 200-foid increase in the number 
of foreign firms manufacturing these products for Importation into the United States during 
the same period. 


New Threats 

New Foodbome Pathogens 

Symptoms of foodbome illness range from mild stomach discomfort to life-threatening neuro- 
logic, liver, and kidney syndromes. In 1999, the CDC estimated that there were around 76 mil- 
lion cases per year of illness from foodbome agents, with 325,000 hospitalizations and 5,000 
deaths in the United States each year. These data do not identify exactly how many are spread 
via foods (as opposed to person-to person contact or by some other means) nor do they indicate 
how the food became contaminated. However, we know that the most severe cases tend to occur 
in people who are very young, very old, or who have compromised immune systems. 

Foodbome illnesses are caused by more than 200 different foodbome pathogens (agents that 
can cause illness) of which we are currently aware. These include viruses, bacteria, parasites, 
and toxins, plus a vast number of potential chemical contaminants and metals. The variety 
of agents associated with foodbome illness has steadily grown over the last few decades, 
and there is every probability that this list will continue to increase. 

One example of a newer foodbome pathogen is Enterobacter sakazakii, which can cause seri- 
ous illness such as sepsis (blood infection) and meningitis (inflammation of the membrane 
surrounding the brain and spinal cord). In 2002, FDA, working with CDC, discovered and 
subsequently alerted health care professionals to clusters of £. sakazakii infections reported 
in a variety of locations among hospitalized newborns, particularly premature or other 
immuno-compromised infants who were fed powdered infant formulas. 

The emergence of new foodbome pathogens requires updated technologies that can detect 
the presence of new agents in a variety of foods. Addressing these emerging hazards requires 
cooperation among industry, academia, and government to share information and estab- 
lish testing protocols. 


Pathogens Newly Associated with Foodbome Illness Since the Mid-1970's 

• Campylobacter jejuni 

• Campylobacter fetus 

• Cryptospoiidium parvum 

• Cydospora cayetanesis 

• Shiga toxin-producing E. coli 

♦ Listeria monocytogenes 

• Noroviruses 

• Salmonella Enteritidis 

• Salmonella Typhimurium DT104 

• Vibrio vulnificus 

• Vibrio cholerae 0139 

• Yersinia enteracolitica 

• Vibrio parahaemolyticus 

• Enterobacter sakazakii 
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Intentional Contamination 

We must also consider food as a potential vehicle for intentional contamination. Such inten- 
tional contamination of food could result in human or animal illnesses and deaths, as well 
as economic losses. 


The stark possibilities are suggested by the recent incident In which vegetable protein prod- 
ucts, which were represented as wheat gluten and rice protein concentrate, were contami- 
naied with melamine and melamine analogues. Though not considered an act of terrorism, 
the incident appeared to be a deliberate act for economic gain, it resulted in the sickness 
and deaths of cats and dogs, the recall of hundreds of brands of pet food products, state 
quarantine or voluntary holds on livestock that consumed suspect animal feed, and concern 
regarding the possible associated human health risks. 

FDA has no reason to believe any physical harm was intended, but the melamine event indi- 
cates the danger of attempts to deliberately compromise the U.S, food system, 

Cofpmynicatioh 

Effective communication requires active collection and use of incoming information and 
timely communication to external groups. FDA uses the information it receives to make 
appropriate decisions about food safety. FDA also shares information and advice with con- 
sumers, news media, industry, and state, local, and foreign agencies. Providing information 
that is timely, useful, and easy to understand is critical 

FDA, states, and industry receive food safety information in various ways. Signals of potential 
problems come in the form of consumer complaints, inspection data, positive test results, 
adverse event reports, and other repons of illness. FDA is committed to improving informa- 
tion Sow to improve detection and response to signs of trouble. 



A scientist at FBA's 
Feransfe Chemistry Center 
examines wheat sluten 
for pesslfele melaralnt 
contamination. 


FOA collects data from several sources. Data from the testing of food, inspections, and 
reports of illnesses are collected in federal and state systems. Data from foodborne illness 
and pathogen identification are entered into systems maintained by the CDC, the lead federal 
agency for conducting disease surveillance and ouforeak investigations. Data from imports 
are entered into specific import systems. Currently, states conduct 10,000 inspections under 
contract to FDA and another 40,000 inspections under state law. These inspections include 
the collection of 300,000 food samples each year. 


Enabling FDA's information systems to communicate more effectively with internal and 
external data sources is essential This will increase productivity of FDA staff and stream- 
line response times during food emergencies. The overall success of the Plan depends on 
improving the integration and analysis of the vast amount of information collected. 


lust as consumers and businesses have important roles to play in providing information to 
FDA, the FDA plans to improve communication with stakeholders during food emergen- 
cies. In the 2007 outbreak involving chili sauce contaminated with Clojtrtiitum hotulinutn, the 
recalled product remained on the shelves of small retailers weeks after the recall announce- 
ment. Improving outreach to all segments of the food industry will ensure that harmful 
products are removed from the market quickly. 


IV. AN OVERVIEW OF THE APPROACH 


Core Elemeiits 

While American consumers enjesy one of the safest food supplies in the w^orld, growing 
challenges require a new approach to food protection at FDA—an increased emphasis on 
prevention. 
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Greater attention to 
prevention requires 
closer interaction with 
growers, manufacturers, 
distributors, retailers, 
food service providers, 
and importers. 


Recent outbreaks linked to fresh produce, peanut butter, and pet foods show how FDA 
responds quickly to contain food safety problems. While this level of response needs to be 
maintained and even enhanced, there is also a need to focus more on building safety into 
products right from the start to meet the challenges of today. The FDA will work with the 
private sector to build on the actions of the food industry to ensure product safety. Building 
safety into products is described in one word; prevention. 

This shift to an increased emphasis on prevention is at the core of FDA's Food Protection Plan, 
and will be evident immediately as the FDA begins an industry-wide effort to focus attention 
on prevention, from general best practices for all foods to the possibility of additional 
measures for high-risk foods. Prevention needs to be augmented by targeted intervention that 
focuses inspection and testing on the areas of greatest risk. This will reduce the likelihood 
that contaminated products will reach consumers. However, even the best system in the world 
cannot prevent all incidents of foodborne illness. Along with prevention and intervention, 
faster and more focused response is needed once a problem is detected. 

Prevention - Build safety in from the start. 

FDA must strategically place greater emphasis on preventive measures for food safety and 
food defense. These measures will promote improved food protection capabilities through- 
out the food supply chain. This will require close interaaion with growers, manufacturers, 
distributors, retailers and food service providers, and importers. These partners have the 
ability to implement preventive approaches and to require them of their suppliers. FDA will 
continue to work with industry, state, local, and foreign governments to further develop 
the tools and science needed to identify vulnerabilities and determine the most effective 
approaches. With regard to imports, FDA will also work with foreign governments, which 
have a greater ability to oversee manufacturers within their borders to ensure compliance 
with safety standards. 

Intervention - Verify prevention and intervene when risks are identified. 

FDA, along with other federal agencies and state, local, and foreign governments, must 
undertake interventions in a coordinated and risk-based manner. Interventions, in the 
form of targeted inspections and testing, verify that preventive controls are working and 
that resources are being applied to the areas of greatest concern — either when the product is 
at the manufacturing facility, on its way to stores, or at a port of entry. Successful interven- 
tion will also require enhanced risk analysis, along with new detection technology to allow 
for faster analysis of samples. A successful and fully integrated food protection system will 
identify signals that indicate the need for intervention. Such signals may be a positive test 
for a harmful contaminant following an inspection, an industry report, a consumer com- 
plaint, or a full blown outbreak. 
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Response - Respond rapidly and appropriately. 

Working with its food safety partners, FDA will improve its response system to more rap- 
idly react when signals indicate either potential or actual harm to consumers. As part of an 
improved response system, the FDA will develop faster and more comprehensive ways to 
communicate with consumers and others during a food-related emergency. 

Cross-Cutting Principles 

Four important cross-cutting principles will allow a comprehensive food proteaion approach 
along the entire production chain. 


Principles of the Food Protection Plan 

1. Focus on risks over a product's life cycle from production to consumption. 

2. Target resources to achieve maximum risk reduction. 

3. Address both unintentional and deliberate contamination. 

4. Use science and modern technology systems. 


1. Focus on risks over a product's life cycle from production to consumption. 


Comprehensive food protection requires considering the safety and defense risks associated 
with foods through their whole life cycle whether domestically produced or imported. 
Consideration must be given to areas that are potentially vulnerable to both unintentional 
and intentional contamination such as the point at which food is grown or produced, 
every processing or manufacturing step, points involved in distribution, transport, and 
warehousing, as well as all the points at the retail level through distribution to consumers. 
It is also important to consider the role that consumers play in safeguarding food once it is 
In their homes. 

Consideration of the risks throughout a product's life cycle is a significant shift in the 
Agency's approach not only for domestic products but for imported foods too. A focus on 
prevention at the point of manufacture based on risk will provide data to strengthen risk- 
based inspections domestically, at the border, and overseas. In particular, FDA plans to work 
with foreign governments and federal partners to ensure that foods produced in foreign 
facilities meet U.S. safety requirements. Risk-based targeted inspections at the border will 
serve as a second layer of protection, rather than the principal one. 


2. Target resources to achieve maximum risk reduction. 


A comprehensive risk-based approach must consider the many variables that define risk. 
Such variables include: 

• the possibility that consuming a particular food will result in a foodborne illness due to 
contamination of the product, which depends on such factors as the number of microbes 
present or the level of a chemical or toxin present, the susceptibility of the person to the 
contaminating agent, and whether the food was properly handled and cooked; 

• the severity of that illness, should it occur; 

• the point in the production cycle where contamination is most likely to occur; and 

• the likelihood of contamination and steps taken during the production cycle to reduce 
the possibility of contamination 

Foodborne illnesses range from distressing, but tolerable, symptoms to critical and life- 
threatening health problems. Illness due to E. coli 0157:H7 can lead to kidney failure. Expo- 
sure to botulinum toxin can cause paralysis. Other, less severe illnesses may cause diarrhea 
and vomiting. 
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Some foods, such as those grown in the ground, may have little or no processing before 
they arrive in consumers' homes. Other foods are cooked to high temperatures (e.g., canned 
goods). Examining all aspects of the product life cycle helps define the areas of greatest risk. 
Implementation of the Plan will involve acquiring the data U) best address risk, or, where 
the data is unavailable, working with appropriate partners to determine those risks. 


3. Address both unintentional and deliberate contamination. 


Food safety, which traditionally refers to unintentional contamination, has been a corner- 
stone of public health for many years. The idea that someone may use food as a vehicle to 
deliberately cause harm is a risk that must be addressed. There is a heightened awareness of 
terrorism as a real possibility that could cause a major public health crisis. To this end, FDA 
has devoted significant efforts over the last six years to address food defense — defending 
the food supply against deliberate attack. 

Whether dealing with intentional or unintentional contamination, the same regulatory 
experts, resources, and industry partners are involved. The best way to handle food safety 
and food defense is to develop approaches that appropriately address both. Although there 
are differences in how these events are addressed, there are also many overlaps and paral- 
lels between the two. For example, the concepts of prevention, intervention, and response 
apply equally to both. 


Those at highest 
risk for serious 
foodbome illness 
include young 
children, older 
adults, pregnant 
women, and people 
with weakened 


4. Use science and modem technology systems. 


immune systems. 


A successful plan for food protection is based on science. FDA's Food Protection Plan empha- 
sizes the need to know the science underpinning how and where food becomes contaminated 
and the associated risks. The Plan also highlights the use of science to determine optimal 
interventions to reduce the likelihood of contamination. If contamination does occur, then 
the priority is to minimize the likelihood that it will cause significant harm. For example, 
successful intervention relies in large part on the science of epidemiology to understand 
which foods pose risks and the science of modern detection methods to identify harmful 
agents quickly. 


The Food Protection Plan also highlights the need to further integrate information systems. 
Too often, sophisticated data systems lack the ability to share information. A priority in the 
Plan involves creating interoperable data systems, along with making current systems more 
interoperable, to allow for the exchange of product information along the whole life cycle. 
The goal is to make the most of important data from all relevant systems, and to obtain 
easier access to critical information. 


V. THE INTEGRATED PLAN 


The Food Protection Plan is based on three integrated elements of protection; 

1. Preventing foodbome illnesses in the first place; 

2. Intervening with risk-based FDA actions at critical points in the food supply chain; and 

3. Responding rapidly when contaminated food or feed is detected. 

Implementation of the elements will begin immediately, be phased in over time, and be 
integrated with the Administration's Import Safety Action Plan. All of the elements build 
on existing partnerships and direct resources to the areas of greatest risk. 

But the FDA cannot take some key actions without new legislative authority. We summarize 
below in each element the new authorities needed to fully implement the Plan and strengthen 
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our ability to protect Americans, We look forward to working productively with Congress 
to ensure understanding of the design of and need for these authorities. 


CORE ELEMENT m 

Prevention is the first essential step for an effective, proacth^ food safety and defense plan. 
FDA's Plan implements three key prevention steps, which will move forward concurrentiy. The 
prevention steps are risk-based and will be implemcntaJ asappiojMiate to particular segments 
of the industry, taking into account that some foods are inheiemly safer than others. 


T% Plan's :Key Prevention; Steps: 


1. Promote Increased Corporate ResponsibUity to Prevent Foodborne Illnesses j 

2. Identify Food Vulnerabilities and Assess Risks | 

3. Expand the Understanding and Use of Effoctiw Mitigation Measures I 

- _J 


FDA designed its Plan for the full life cycle of food— from production to consumption 
whether it be domestic or imported. The prevention elements of the Plan emphasize the 
Importance for FDA and corporations to work collaboratjveiy to prevent food problems 
from occurring. 

This will be accomplished through a comprehensive review of food supply vulnerabilities, 
FDA will work with irsdustry and other stakeholders to develop effective tools and science to 
head off outbreaks of foodborne illness caused by unintentional and intentional factors. 

Some examples of enhanced corporate responsibility might include: 

• evaluating safety and security vulnerabilities and possible impacts 

• when appropriate, implementing preventive measures—both required and voluntary~to 
enisure that food Is produced safely and securely 

• developing a contingency plan to aid in a response in the event of contamination 

1.1 Promote Increased Corporate Responsibility to Prevent Foodborne lUnessss 
Strengthen FDA Actions 

• Meet with stales and consumer groups to solicit their input on implementing preventive 
approaches to protect the food supply. 

• Meet with food industry representatives to strengthen science-based voluntary 
prevention efforts, including developing best business practices and food safety 
guidelines. 

s Develop written food protection guidelines for industry to a) develop food protection 
plans for produce and other food products, and b) implement other measures to 
promote corporate responsibility, 

® issue in Spring 2008, a final regulation requiring measures to prevent salmonella in shell 
eggs and resulting illnesses, 

« Meet with foreign governments to share results of domestic prevention efforts and 
develop approaches for improving food safety at the source. 

« Provide foreign countries with technical assistance so that they can enhance their 
regulatoiy systems. 

9 Analyze food import trend data and integrate it into a risk-based approach that focuses 
inspection resources on those imports that pose the greatest risk, 

9 Focus foreign inspections on high-risk firms and products. 

® Improve FDA’s presence overseas. 


U.S. food and Drug Adtnitjistrition / 



The Food Protection 
Plan builds on 
partnerships and 
directs resources 
to the areas of 
greatest risk. 





228 


Additional Legislative Authority Needed 

Allow FDA to Require Preventive Controls Against Intentional Adulteration by Terrorists or 
Criminals at Points of High Vulnerability in the Food Chain 

The FDA requests authority to require entities in the fijod supply dwin to implement measures solefy intended 
to protect against the intentional adulteration r^food by terrorists wcrimncds. This authority would allow FDA 
to issue regulations requiring companies to implement practical food defense measures at specific points in the 
food suppfy dioin where intentional contamination has the greatest potential to cause serious harm, such as 
requiring lodes on tanker truds transporting food. The specific points would be determined using vulnerability 
assessments such as CARVFR*Shocl^, and the authority would only appfy to food in bulk or batch form, prior 
to being packaged, which have dearly demonstrated vulnerabilities (e.g., short shelf life), and where it would 
affect multiple servings and there is a high b'kelihood of serious adverse health consegi/ences or death from 
intentional adultaration. These regulations will be developed, taking into acaunt the best available understand- 
ing of the uncertBjntfes, risks, costs, and benefits associated with altamative options. The requirement would 
utilae industry best practices and would not apply to raw produce or food on farms, except for milk. FDA also 
proposes that firms be extended an affirmative defense in dvit litigation comply with these controls. 

Authorize FDA to Issue Additional Preventive Controls for High-Risk Foods 

The FDA requests explidt autaority to issue regulations requiring specific types of foods (those that have been 
assodated with repeated instances of serious health problems or death to humans or animals from unintentional 
contamination) be prepared, pocked, and held under a system of preventive food safety controls. Such authority 
would strengthen the FDA's abibty to require manufacturers to implement risk-based Marord Anofysis ond Critical 
Control Point (HACCP) or equivalent processes to reduce foodbome illnesses from high-risk foods. 

Require Food Facilities to Renew Their FDA Registrations Every Two Years, and Allow FDA to 
Modify the Registration Categories 

FDA requests statutory changes that would require facilities ta register every two years and authorize the 
FDA to establish food categories within the registration tystem. These categories would allow FDA to tai- 
lor registration cofegories based on up-to-date food safety information. Under current law, FDA must use 
preexisting food categories that were not designed for registration purposes ond therefore ore of limited 
usefulness fror evaluating potential threats to food protection. This change would ensure oceurote, up-to- 
date registration data from fodlities. Facilities whose registration remains unchanged would be oble to 
file a simplified renewal registration or affirmation to that effect. 

‘The CAIiVEk*Shock model explained in detail at http://www.cf 5 en.fda.gov/-dms/vitcarv.html stands for Oiticolity. 
Accessibility, Recuperabiiity, Vulnerability, Effect, and Recognuebitity, plus Shock. It is available as a software 
tool to evaluate the potential vulnerabilities of farm-to-table supply chaira of various fiiod commodities, as well as 
individual facilities orproeesses. 


Why These Actions Are Important and What They Will Accomplish 

Those with the biggest stake in food safety, after the consumers who eat the food, are the 
people and companies who grow, process, and sell food. Their livelihood depends entirely 
on the confidence of their customers. A poor reputation for proper food handling can drive 
a company to bankruptcy. Promoting increased corporate responsibility is key in shifting 
FDA's food protection effort to a proactive rather than a reactive one. The FDA will seek 
partnerships with industry to enhance consumer confidence. FDA will continue to work 
with industry in a) developing food protection plans that address safety and defense vulner- 
abilities, b) implementing prevention steps, and c) developing contingency plans to improve 
response to an outbreak of foodbome illness. 

The FDA will primarily focus on promoting the use of risk-based, preventive systems that 
companies can apply at ai! levels of food production and processing, when appropriate. 
Voluntary approaches may be as basic as good manufacturing practices to ensure proper 
equipment sanitation and employee safety training. Potentially high-hazard food categories 
may require additional control measures. FDA will work with industry, consumer, and fed- 
eral, state, local, and international partners to help model and promote preventive controls 
based on best industry practices. 


CORE ELEMENT if 1: 

PREVENTION 

continued 
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FDA plans to acquire additional data to develop a better understanding of foreign country 
practices for food and feed. This may include the examination of best practices around the 
food safety control systems of other countries as well as increased understanding of the 
difficulties faced in implementing food protection measures. FDA will also seek to share 
U.S. food safety and defense best practices with foreign governments and provide technical 
assistance, when possible, to those countries exporting food products to the U.S. so they 
can enhance their regulatory systems. As part of its review of foreign systems and products, 
the Agency will analyze food import trend data and integrate it into a risk-based approach 
that focuses inspection resources on those imports that pose the greatest risk. This approach 
will also focus foreign inspections on high-risk firms. In the near term, a special emphasis 
will be placed on firms located in countries where imports into the United States have been 
refused repeatedly and import violations have threatened the health of U.S. consumers. 

FDA's current and planned actions, along with the proposed legislative changes, would: 

• Build safety and defense into the full food product life cycle-from production to 
consumption. 

• Support work with industry, and state, local, and foreign governments to understand 
industry best practices and identify how and where preventive controls would work best. 

• Promote the adoption of voluntary preventive controls throughout the food supply chain. 

• Enhance relationships with trading partners and improve FDA's presence abroad. 


1,2 Identify Food Vulnerabilities and Assess Risks 
Strengthen FDA Actions 

• Work with the food industry, consumer groups, and federal, state, local and 
international partners to generate the additional data needed to strengthen our 
understanding of food safety and food defense risks and vulnerabilities. 

• Use enhanced modeling capability, scientific data, and technical expertise to evaluate and 
prioritize the relative risks of specific food and animal feed agents that may be harmful. 

• Establish a risk-based process to continuously evaluate which FDA-regulated products 
cause the greatest burden of foodborne disease. 

• Work with CDC to attribute pathogens to specific foods and identify where in the 
production life cycle the foods became contaminated. 

No additional legislative authority needed. 

Why These Actions Are Important and What They Will Accomplish 

These FDA actions provide Important tools to facilitate increased corporate responsibility 
to prevent food contamination. These actions also address the need for additional informa- 
tion to better understand food safety and defense vulnerabilities and possible impacts. FDA 
will continue its work in this area and further engage industry and other outside groups to 
identify and target the greatest risks. 

FDA actions will include gathering data for risk assessments and to conduct risk evaluations 
of commodity-agent combinations and relative risk ranking of commodities. A compre- 
hensive, risk-based approach allows the FDA to maximize the effectiveness of its available 
resources by focusing on food products that have the potential to pose the greatest risk to 
human and animal health. 

By analyzing data collected throughout the food product life cycle, we are better able to 
detect risks posed by food products. We are also better able to recognize key junctures where 
timely intervention can reduce or avoid those risks. Working with CDC, FDA will also build 
the capacity to attribute pathogens to specific foods and identify where in the production 
life cycle the foods became contaminated. 

Once established and emerging risks have been identified, assessed, and ranked, we can more 
effectively allocate our available resources to manage these risks as addressed below. 


CORE ELEMENT /fl: 

PREVENTION 
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FDA's current and planned actions would: 

• Strengthen the FDA's risk assessment capabilities and capacity to provide risk 
evaluations efhciently and rapidly. 

• Advance collaborative work with CDC, USDA, and other federal, state and local agencies 
to understand attribution data on the food commodities that cause foodborne illnesses. 


1,3 Expand the Understanding and Use of Effective Mitigation Measures 
Strengthen FDA Actions 

• Focusing on higher-risk foods, develop and implement a basic research plan on sources 
of contamination, modes of spreading and best methods to prevent contamination. 

■ Research, evaluate, and develop new methods to detect food contaminants. 

• Encourage outside development of new contamination detection and prevention 
technologies. 

• Develop Web sites and other platforms for disseminating research results and new steps 
industry can use to address vulnerabilities. 

No additiorml legislative authority needed. 

Why These Actions Are Important and What They Will Accomplish 

Building on risk assessments, FDA will initiate basic research to enhance our understanding 
of sources of contamination, modes of spreading, and how best to prevent contamination. 
This information in turn will inform FDA's efforts above to promote increased corporate 
responsibility to implement effective preventive steps. 

Focusing on higher-risk foods, FDA — working with other agencies — will undertake basic 
research and leverage relationships with outside organizations. The FDA will also research, 
evaluate, and develop new methods to detect contaminants in foods, and seek to facilitate 
new technologies that enhance food safety. 

FDA's current and planned actions would: 

• Initiate risk-driven research about sources, spread and prevention of contamination. 

• Develop new mitigation tools and implement appropriate risk management strategies. 


CORE ELEMENT #2: INTERVENTION 

Because no plan will prevent 100 percent of food contamination, we must have targeted, risk- 
based interventions to provide a second layer of protection. These interventions must ensure 
that the preventive measures called for are implemented correctly. These interventions must 
also identify contaminated food that either unintentionally or intentionally circumvent our 
prevention plan. The Plan includes three key intervention steps. 


The Plan's Key Intervention Steps 


1. Focus Inspections and Sampling Based on Risk 

2. Enhance Risk-Based Surveillance 

3. Improve the Detection of Food System "Signals" that Indicate Contamination 


These steps emphasize targeted interventions at the point of manufacture and during distri- 
bution. They allow FDA to safeguard domestic products while increasing protection against 
importation of unsafe food. 

Using robust risk-based analysis, FDA will conduct high-priority inspections that rely on 
statistical sampling and advanced risk detection tools. The FDA will verify industry busi- 


CORE ELEMENT fil: 

PREVENTION 
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ness practices across the food chain to ensure that effective preventive measures are in place. 
Gathering and analyzing test results, adverse event reports, ojnsumer complaints, and other 
information will help the FDA track emerging food protection problems. 


2,1 Focus Inspections and Sompling Based on Risk 
Strengthen FDA Actions 

• Focus food and feed safety inspections and sampling based on risk. 

• Identify, evaluate and, if appropriate, validate and implement innovative foodborne 
pathogen detection methods and tools capable of quickly and accurately detecting 
contaminants in foods, such as real-time diagnostic instruments and methods that 
allow for rapid, on-site analysis of a particular sample. 

• Train PDA and state investigators on new, technically complex, and specialized food 
manufacturing processes, as determined by a risk-based needs assessment, and modern 
inspection strategies. 

■ Collaborate with foreign authorities to reduce potential risk of imported food. 


Additional Legislative Authority Needed 

Authorize FDA to Accredit Highly Qualified Third Parties for Food Inspections 

The universe of domestic and foreign food establishments subject to FDA inspection is immense and 
continuing to grow fasterthan the FDA's inspection resources. Fven with the most sophisticated detection 
(oob and laboratory capabilities, the FDA's inspection resources are finite. Therefore, legislation to authorize 
the FDA to accredit independent third parties, or to recognize entities that accredit to evaluate compliance 
with FDA requirements would allow FDA to allocate inspection resources more effectively. 

To establish si/di an accreditation program for voluntary food inspections, FDA would undertake a public 
process to determine best practices and solicit industry input in the design of the program. An FDA 
accreditation program would require FOA to accredit third-party organizotions, or recognize an entity 
that accredits third parties. Third-party organizations could be, as appropriate, federal deportments and 
agencies, state and local government ogendes, foreign government ogendes, or private entities without 
finandal conflicts of interest FDA would also: 

• Audit the work of these organizations to ensure that FDA requirements were consistently assessed; 

• Review their inspection reports; and 

• Provide ongoing training criteria to ensure they maintain their skills and knowledge, especially as 
technology and requirements change over time. 

FDA would use information from these acaedited third-party arganiations in its decision making but not be 
bound by such information in determining compliance with FDA requirements. Use of accredited third parties 
would be voluntary and might offer more in-depth review and possibfy fiister review times and expedited entry 
fiir imported goods manufiictured infiiciliUes inspected by accredited third parties. Use of accredited third parties 
may also be taken into consideration by the FDA when setting infection and surveillance priorities. 

Require New Rcinspection Fee From Facilities That Fall to Meet Current Good Manufacturing 
Practices (cGMPs) 

As part of the 2008 budget process, the Administration proposed o new user fee requiring manufacturers 
ond loboratories to pay the full costs of reinspections and ossociofed faUow-up work when FDA reinspects 
fadlities due to failure to meet cGMPs or other FDA requirements. Where FOA identifies violations during 
on inspection or issues a warning letter, FDA conducts follow-up inspections to verify a firm's corrective 
action. The proposed reinspection fee ensures that facilities not compfying with health and safety standards 
bear the cost of reinspection. 


Why These Actions Are Important and What They WIU Accomplish 

Effective FDA intervention means getting product risk information quickly to FDA investi- 
gators who oversee the regulated products, including a high volume of import entries. This 
information will allow the FDA to make better-informed decisions about what products 
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should be examined more closely and tested. It also signals when to initiate further action 
such as additional surveillance or an enforcement action. 

FDA will look to leverage the resources of outside parties to accomplish more in-depth 
review of food products. By improving product knowledge and communication with all of 
our partners, including foreign authorities and the import community, we also can iden- 
tify lower-risk products requiring less FDA scrutiny at U.S. facilities and at the border. This 
would enable the FDA to shift more resources to evaluating more closely products that are 
more risky, less well known, or from unknown manufacturers. 

Modern detection tools and methods are critical for effective inspections and sampling. 
Better detection tools will allow FDA and other partners involved in food testing to more 
quickly and accurately detect contaminants. Because of its relevant expertise and experi- 
ence, the FDA has unique capabilities to develop these tools. 

Such tools could include real-time diagnostic instruments and methods that allowfor rapid, 
on-site analysis of a particular sample or entry, especially those that are considered high- 
risk. For example, rapid contamination detection technology could be expanded to cover 
new agents and new food types, such as produce and dairy products. This type of technol- 
ogy could reduce analysis time from days to minutes. Increasing the speed at which the FDA 
can detect problems will allow FDA to expedite import entry review decisions or provide 
critical health information to the public when a problem is identified. 

In addition to modernizing detection tools using information technology, the FDA must 
modernize inspectional strategies. This means increasing the probability that investigators 
will observe and identify potential problems. 

FDA's current and planned actions, along with the proposed legislative changes, would 
result in: 

• Focused risk-based inspections and sampling across the food chain. 

• Development of rapid detection and testing tools. 

• Increased involvement of federal, state, local, and foreign governments, in coordination 
with other food safety partners. 

• Greater product knowledge and oversight through the accreditation of independent 
third parties. 

■ Modernized inspectional strategies. 

2,2 Enhance Risk-based Surveillance 
Strengthen FDA Actions 

• Further enhance FDA's ability to target imported foods for inspection based on risk and 
publish the Prior Notice of Imported Foods Final Rule in 2008 as part of Bioterrorism Act 
implementation. 

• Conduct foreign food and animal feed inspections more efficiently using the tools 
designed to target high-risk firms. 

• Use advanced screening technology at the border. 

• Improve data quality and handling capacity for food imports. 

• Enhance information sharing agreements with key foreign countries. 


Additional Legislative Authority Needed 

Authorize FDA to Require Electronic Import Certificates for Shipments of Designated 
High-Risk Products 

for food imports, the burden falls primarily on FOA to inspect and detect contamination at the U.S, border. 
With the explosion in import volume, thb burden has become a serious challenge. The FDA should have 


box continued on page 20 .. . 
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box continued from page 19 ... 


the option of moving the inspection of high-risk products of concern "upstreom" by entering into agreements 
with the exporting country's regulatory authority for that authority (or an FDA-recognized third-party 
inspectar) to certify each shipment or class af shipments for compUana with FDA's standards prior to 
shipment. n}A would apply this requirement forimported products that have been shown to pose a threat to 
public health for U.S. consumers and thus would be unlike other imports where there is no such showing of 
risk. Such import certificate programs would be used fir designated products imported from countries with 
whom FDA has concluded an agreement on a certT^cot/oo program that provides a level of safety sufficient 
ta meet HHS/FDA standards. FDA would implement the government-to-govemment agreement by requiring 
importers to provide certificates from either relevant government agencies or accredited third parties. 

While n}A would retain the authority to verify the safety of imported products, this approach shares the 
burden of ensuring the safety of food products with the exporting country. Shipments that foil to meet 
requirements would be refused entry. 

For such a system to be effective, FDA will have to establish on in-depth caUaboration with the relevant 
foreign government authority to ensure that the standards, processes, and criteria the foreign authority or 
third party uses in certifying products are suffident to ensure compliance with FDA food safety standards. 
The FDA will also have to take several steps to ensure a secure system that prevents counterfeiting of the 
certificates and takes into consideration transshipment of products as a way to avoid certification. 

FDA would use nan-discriminotiirysdence ond risk-based criteria ta determine the focus cfthis proposed authority 
ond would use the authority onfy to the extent necessary to protect human or animal life or health. 

Require New Food and Animal Feed Export Certification Fee to Improve the Ability of U>S. 

Firms to Export Their Products 

As part of the 2008 budget process, the Administration proposed a new export certification fee for the 
issuance of export certificates for foods ond feeds to t/iase situations where exportation is restricted 
without this type of certificate. Private sector exporters would bear the cost of the program, but would 
reap its benefits through the FDA's enhanced ability to focUitote product exports. Importantly, collection 
of these user fees will enable the FDA to issue certificotes without redirecting resources from other critical 
food ond animal feed safety programs devoted to protecting the public health. Such fees ore currently 
collected by the FDA for export certificates for drugs and devices. 

Provide Parity Between Domestic and Imported Foods if FOA inspection Access is Delayed, 
Limited, or Denied 

While FDA currently has the authority to obtain a warrant or initiate criminal proceedings if it is denied 
access to inspect facilities here in the U.S., its ability, under the Federal Food. Drug & Cosmetic Act, to 
enforce the inspection provisions for overseas sites is very limited. In particular, the FDA cannot refuse 
admission of food, even if its efforts to conduct a foreign inspection were unduly delayed, limited or 
denied at a facility where the product was manufactured, processed, packsd or held. Having the authority 
to prevent entry of food from firms that fail to provide FDA access will enable the FDA to keep possibfy 
unsafe food from entering U.S. markets. This authority provides strong motivation for firms to allow FDA 
to perform /njpectioni, motivation similar to that provided to domestic firms. The authority would include 
several procedural safeguards, including an informal hearing if food is refused admission into the United 
States, such as is available for food that may be refused entry for other reasons. 


CORE ELEMENT if 2 : ; 
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Sampling the 
highest priority 
imports, especially 
those posing a 
significant public 
health threat, is 
critical ... 


Why These Actions Are Important and What They Will Accomplish 

FDA must prevent products that posefood safety and food defnise threats from entering the United 
States. A tasted, risk-based approach to foreign product regulation is essential. Sampling the 
highest priority imports, espedally those posing a significant public health threat, is critical and 
dependent on data related to the practices in the foreign facility. The activity will enhance FDA's 
import programs and focus these programs on the life cycle of the imported product through such 
means as enhanced use of information-sharing agreements with ley foreign countries. 

In addition, FDA will continue to look for enhanced ways to use risk-based screening tech- 
nology to identify products that pose health risks at the border. For example, a screening 
technology prototype is currently being tested on imported seafood products in Los Angeles. 
If demonstrated successful, this technology could be extended to other imported products 
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and ports, thus enhancing the FDA's ability to quickly screen products at the border. 

FDA's current and planned actions, along with the proposed legislative changes, would: 

• Better focus on the imported products' total life cyclc. 

• Improve data systems to monitor foreign-produced food products. 


CORE ELEMENT M2: 

INTERVENTION 

continued 


2.3 Improve the Detection of Food System "Signals'’ that Indicate 
Contamination 

Strengthen FDA Actions 

• Deploy new rapid screening tools and methods to identify pathogens and other contaminants. 

• Improve FDA's adverse event and consumer complaint reporting systems, including 
capturing complaints made to food manufacturers and distributors. 

• Work to create a Reportable Food Registry for reports of a determination that there is 
a reasonable probability that the use of or exposure to an article of food will cause 
serious harm or death to humans or animals [as defined in the 2007 Food and Drug 
Administration Amendments Act (FDAAA)]. Under FDAAA, industry is expected to 
report such situations to the FDA within 24 hours. 

• Work to create an Early Warning Surveillance and Notification System to identify 
adulterated pet food products, outbreaks of pet illness and to provide notice to 
veterinarians and other stakeholders during pet food recalls (as defined in the 2007 
Food and Drug Administration Amendments Act or FDAAA). 

No additional legislative audiority needed. 

Why These Actions Are Important and What They Will Accomplish 

FDA can better detect and more quickly identify risk "signals* in the food supply chain via two 
key approaches: 1] deploying new rapid screening tools and methods to identify pathogens 
and other contaminants; and 2) enhancing its ability to "map* or trace adverse events back to 
their causes (whether reported to FDA or the food manufacturer or distributor) by improving 
its adverse event and consumer complaint reporting systems. This additional information will 
serve as a supplemental warning indicator for trending emerging food protection problems. 

'Ib provide the information necessary to allow for early detection of, and intervention with, 
contaminated animal feed, FDA will develop a centralized database for veterinarians that 
captures data on food safety incidents and the causes of food-related illness. The FDA will 
populate the database with key information from the veterinary community, veterinary 
hospitals, and other private U.S. sources. 

FDA's current and planned actions would identify: 

• signals that may indicate a problem with food from routine testing, consumer complaints, 
industry reporting and documented illnesses. 


CORE ELEMENT #3; RESPONSE 

During the past year, FDA responded to food safety problems with contaminated spinach, 
lettuce, vegetable proteins, and peanut butter, among other foods. Whether contamination 
is unintentional or deliberate, there is a need to respond faster and communicate moreeffec' 
lively with consumers and other partners. 

The following key response steps will increase FDA's ability to quickly identify food safety 
problems, better coordinate a rapid emergency response among FDA, state and local govern- 
ment response teams as appropriate, and improve communications to the public, industry 
and other partners. This will better protect public health, help reduce the economic hard- 
ship affected industries face, and most importantly, maintain consumer confidence in the 
U.S. food supply following an incident. 
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The Plan's Key Response Steps 


1. Improve Immediate Response 

2 . Improve Risk Communications to the Public, Industry and Other Stakeholders 


CO/f£ ELEMENT it3: 

RESPONSE 

continued 


3,1 Improve Immediate Response 
Strengthen FDA Actions 

• Enhance the data collection, incident reporting and emergency response mapping 
capabilities of FDA's Emergency Operations Network Incident Management System. 

• Work with stakeholders to develop an action plan for implementing more effective 
trace-back process improvements and technologies to more rapidly and precisely track 
the origin and destination of contaminated foods, feed, and ingredients. 

• Increase collaboration with foreign, federal, state, and local FDA partners to identify a 
contamination source, remove contaminated products, and implement corrective actions. 

• Work with CDC and other selected federal, state, and local testing labs to communicate 
real-time testing results among FDA and lab members. 


Additional Legislative Authority Needed 

Empower FDA to Issue a Mandatory Recatl of Food Products When Voluntary Recalls 
Are Not Effective 

Although FDA has the authority to seize adulterated or misbranded this is not a practical option when 
contaminated product has already been distributed to hundreds or ^ousands of /coitions. And while the FDA 
has been able to accomplish mast recalls through voluntary actions by proAict manifacturers or distributors, 
there are situatiwjs in which firms are unwillmg to conduct a recalL Jn such riCuoti'ons FDA needs the ability to 
require a firm to conduct a recall to ensure the prompt and complete removal of food from distribution channels. 
This authaity would be limited to foods that the Seaetary has reason to believe are adulterated and present 
a threat of serious adverse health consequences or death. It would be imposed only if a firm refuses or undufy 
delpys conducting a voluntary recalL An artier to recall food could onty be iaued try the HHS Secretary. Deputy 
Secretary, or Commissioner of Food and Drugs, and would be accompanied by appropriate due process rights. 

Provide FDA Enhanced Access to Food Records During Emergencies 

During food-related emergencies, the FDA needs more complete and streamlined access to records neces- 
sary to identify the source affoadborne illness and take needed action. Improved access to information, 
including records related to on article of food or related articles of food that may present a threat, will 
enhance FDA's ability to identify problems, respond quickly and appropriately, and protect public health. 

Currently, emergency access to records is limited to instances v^ere, for an article of food, FDA hos o rea- 
sonable belief that the food is adulterated and presents a threat of serious adverse health consequences 
or death. FDA proposes to expand access to records of relatod ortides of food, such as food produced on 
the same manufacturing line. FDA also proposes, in food-related emergencies, to remove the adulteration 
requirement to allow its inspectors access to records in emergency situations where FDA has a reasonable 
belief that an ortide of food presents a threat of serious adverse health consequences or death. The recent 
melamine situation in which FDA had early clinical evidence that a specific food was causing illness in pets 
but did not have dear evidence of o specific odulteration is on example of such a scenario. 

The records access would relate only to safety or security of the firod and would not appfy to records 
pertaining to recipes, financial data, pricing data, personnel data, research data, and sales data. The 
requirement would not impose any new recordkeeping burdens, and would maintain the current statutory 
exclusions for the records of farms and restouranCs. 
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Why These Actions Are Important and What They Will Accomplish 

Recent food safety threats have demonstrated the importance of FDA's emergency response 
system. Contaminant tracing — or identifying v^here the contaminant has traveled within the 
food or feed supply — is critical in rapidly containing potential risks. Working with partners, 
FDA will pursue improvements to the current trace-back process and develop an action plan 
for implementing process improvements to more rapidly and precisely track the origin and 
destination of contaminated foods, feed, and ingredients. 

As part of that effort, FDA will work with selected federal, state, and local testing labs to 
communicate real-time testing results among FDA and lab members. 

FDA will also increase collaboration with foreign, state, and local regulators to identify the 
source of contamination, remove contaminated products as quickly as possible, and imple- 
ment measures needed to prevent future contamination. 

These improvements will allow FDA to quickly isolate problems, prevent contaminated 
products from reaching consumers, and ensure targeted recalls of products. Such steps aim 
to minimize the public health and economic impact from an outbreak. 

FDA's current and planned actions, along with the proposed legislative changes, would: 

• Enhance the nation's food emergency response system. 

• Expand the FDA's trace-back process. 

• Improve multi-partner collaborations, including with foreign regulators. 


3.2 Improve Risk Communications to the Public, Industry, and Other 
Stakeholders 

Strengthen FDA Actions 

■ Work with communications and media experts, including FDA's Risk Communication 
Advisory Committee, to design and conduct consumer communications and behavior 
response studies. 

• Update the Food Protection Risk Communications Plan using the most effective 
strategies for sharing information with consumers. 

• Build a consumer Web site to communicate relevant food protection information. 

• In a food-related emergency, implement this communications plan, including utilizing 
all relevant media and technologies to reach consumers, retailers, industry, public 
health officials, and other stakeholders resulting in a better informed and thus more 
resilient population. 

No additional legislative authority needed. 

Why These Actions Are Important and What They Will Accomplish 

Consumers protect themselves and their families from foodbome illness by responding promptly 
to FDA alerts. Important messages must be communicated clearly and through multiple forms 
of media to be effective, because different segments of the popul^on use different technologies, 
ranging from television and newspapers to text messages and podcasts. In addition, major segments 
of the population do not use English as their primary language and rely on still other sources of 
information. This increases the challenge of implementing effective communication strategies. 

Retailers, public health officials, industry and other key stakeholders likewise use an array 
of communications vehicles and sources. FDA's communication strategy during emergen- 
cies must use all such media to reach these different audiences and ensure that potentially 
harmful products are removed promptly, 

FDA will enhance its risk communication program through aggressive, targeted food safety 
campaigns that disseminate clear and effective messages and regular updates through mul- 
tiple venues to all targeted audiences. This program's designers will solicit input from the 


CORE ELEMENT #3; 

RESPONSE 

continued 
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new FDA Risk Communications Advisory Committee, which is tasked with obtaining expert 
advice in the field of risk communications. 

FDA's current and planned actions will enable the FDA to; 

• Communicate more effectively with consumers. 

• Provide more rapid alerts to all stakeholders, including retailers, industry, public health 
officials, and the consumers. 


C0R£ ELEMENT »3: 

RESPONSE 

continued 


VI. ENHANCE INFORMATION TECHNOLOGY 


In support of all three components of the Food Protection Plan, FDA plans to enhance its 
IT systems related to both domestic and imported foods. The focus will be to help the FDA 
more rapidly identify food importers, and maintain, update, and search records on food 
facilities and shipments more efficiently. 

In particular, FDA will enhance collaboration with CBP on IT systems to more accurately 
identify firms involved in the food import supply chain during the import screening and 
review processes. These systems will allow for analysis of historical risk data about firms 
when making entry decisions for the firms' products. 

A new systems approach can eliminate many problems with our current data. For example, 
assigning a unique identifier will eliminate duplicate records and make risk data about a 
firm easier to access. Policies for requiring the use of the new single national identifier will 
need to be established and agreed upon, recognizing the impact on industry worldwide. 

Nearly all FDA business processes will benefit from more reliable and accurate information. 
Implementation of a new system will require a coordinated multi-agency effort that will 
benefit ail federal agencies that process imported foods. CBP's existing data and ongoing 
activity will play a key role. 

Finally, FDA will ensure that its infrastructure and disasterrecovery system for ITsystems and 
data are ready to deal with planned (maintenance and upgrades) and unplanned outages. 
This will provide the necessary support for import operations, which require the availability 
of multiple FDA systems around the clock. As an example, shipments arrive at U.S. ports day 
and night, and Prior Notice data are submitted at all hours. I'T systems provide screening of 
the data as they are submitted, and Prior Notice Center (PNC) staff work around the clock 
to review the risk presented by shipments before their arrival. The PNC needs to review ship- 
ment data in as little as two hours from submission. Any interruption in the availability of 
the computer systems prevents the filing and timely review of information. This affects the 
flow of goods into the United States, and poses a safety risk to consumers. 

An integrated, IT infrastructure — with data gathering, sorting, mining, and trending capa- 
bility built into the systems — is critical to the success of FDA's food protection efforts. 


VII. CONCLUSION 


Ensuring that FDA-regulated products are safe and secure is a vital part of FDA's mission— 
to protect and promote public health. The FDA remains committed to working closely with 
its partners to protect the nation's food siqjply. 

In the United States, market forces give companies a strong motivation to be vigilant and 
even innovative in ensuring food safety. The laws of regulation must encourage, not disrupt, 
these motivations. Rather than taking over responsibility from food companies, FDA wants 
to protect their flexibility to pursue it vigorously. 
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Although we have made progress, much remains to be done. Recent incidents of contami- 
nated food and animal feed have highlighted the importance of a strong food protection 
system. Americans rightly expect to purchase food without having to worry about safety. 

Rising food imports, increasing consumption of convenience foods, and new foodborne 
pathogens are among the challenges we face. To address these challenges, we must move 
toward a food safety and defense system that is more proactive and strategic. 

FDA's Food Protection Plan contains three core elements — prevention, intervention, and 
response—with greater emphasis on preventive measures that keep contaminated food from 
ever reaching consumers. The Plan operates through a set of integrated strategies that address 
the product life cycle, a risk-based allocation of resources, the integration of food safety and 
food defense, and builds on a foundation of science and modern information systems. 

FDA's Food Protection Plan complements the nation's strategic framework for import safety, 
which was released by the U.S. Department of Health and Human Services in September 
2007. Both plans focus efforts on working smarter and better with importers, manufactur- 
ers, and other government agencies. 

FDA will aggressively pursue the Food Protection Plan so that U.S. consumers can be assured 
that their food remains among the safest in the world. 


The Public Health Impact of the Food Protection Plan 


Better Prevention & 
Stronger Intervention 

^ ^ Faster Response 

Reduced chances of contaminated 

Hlk Remove exposure faster 

product reaching the consumer 



Less Illness & Reduced Chance of a 
Successful Attack on the Food Supply 
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We will continually improve the safety of imported products 
in a manner that expands global trade and protects the 
health and safety of every American. 

President George W. Bush 
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November 6, 2007 

The President 
The White House 
Washington, D.C. 20500 

Dear Mr. President: 

The Interagency Working Group on Import Safety is pleased to submit this Action Plan 
for Import Safety: A roadmap for continual improvement. In It, we detail a roadmap with 
short- and long-term recommendations and action steps. 

This Action Plan represents the culmination of thousands of hours of research and 
analysis, as well as public comment received from hundreds of stakeholders. The 
Action Plan takes the form of 14 broad recommendations and 50 specific action steps 
based on Protecting the American Consumer Every Step of the IVay; A strategic framework for 
import safety and the Immediate Actions Memorandum presented to you on September 1 0, 
2007. 

in the last two months, significant progress has been made on the Immediate Action 
Items listed in my memorandum to you accompanying the Strategic Framework. The 
Office of Management and Budget has actively engaged the departments, and all 
agencies are on track to accelerate their participation In the Automated Commercial 
Environment / International Trade Data System. In addition, the State Department has 
led a vigorous International outreach effort to communicate our import safety priorities 
with our trade partners around the world. The Office of the United States Trade 
Representative has moved forward with the departments and agencies to explore 
existing import safety-related agreements with foreign governments and to coordinate 
future agreements to benefit the United States and not merely individual agencies. 

A variety of actions and plans are already underway to improve import safety. Today, 
the Food and Drug Administration is releasing a new Food Protection Plan. In 
September, the Consumer Product Safety Commission signed a renewed agreement 
with the People’s Republic of China focused on the safety of toys, fireworks, cigarette 
lighters and other targeted products. These steps, and other recent actions and 
current plans, have jump-started our efforts to continually improve the safety of 
products imported to the United States. 

Each recommendation in this Action Plan falls under the organizing principles of 
prevention, intervention and response and expands upon the building blocks identified 
in the Strategic Framework. Together, the Strategic Framework and this Action Plan 
provide a national strategy for continually improving the safety of imported products. 

The information collected and analyzed for this Action Plan reaffirms the essential and 
integrated import-safety roles of the public and private-sector. Our recommendations 
pertain to all parties involved in the import life cycle, from production in the foreign 
country through U.S. ports-of-entry to final consumption or use by American 
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consumers. The public and private-sectors have a shared interest in import safety, and 
substantive improvement will require the careful collaboration of the entire importing 
community. 

This Action Plan provides a roadmap that ensures the benefits of the global economy 
and improves the safety of imported products. Progress will require that we work 
collaboratively, partner with the importing community and state and local governments, 
and reach out to foreign producers, exporters and governments. By doing so, all 
involved will be more prosperous and will continue to benefit from an abundant and 
safe marketplace. 

We recommend that Working Group designees meet within 30 days to assess 
progress in implementation of this Action Plan, and to discuss how best to collaborate 
with the private-sector to continue effective implementation. 


On behalf of the members of the Interagency Working Group on Import Safety, we 
thank you for the opportunity to serve this great country. 


Respectfully, 




Michael O. Leavitt 

Secretary, Health and Human Services and 
Chair, Interagency Working Group on import Safety 
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Introduetlon 

On September 10, 2007, the Interag^icy WorWng Group on Import Safety’ 
(Working Group) presented an Action for import Safety: A roadmap for 
continual improvement (Strategic FramevwKlc) and Immediate Actions® for 
continual improvement In import safety.® The Strategic Framework provides 
the foundation for this Actic^ Plan for Import Safety. Together, the Strategic 
Framework, Immediate /^tions tttis Action Plan fulfiil the requirements of 
Executive Order 1 3439, which establi^ed ^ Interagency Working Group on 
Import Safety and was sigrted by President Bush on July 18. 2007. 


A carefui examination of import safety has been motivated by the recent 
challenges presented by an increasingly global economy, in which U.S. 
consumers are purchasing approximately $2 trillion worth of products that are 
imported by over 800,CK)0 importers through over 300 ports-of-entry. 

In developing the Strategic FramewcMi<, immediate Actions and Action 
Plan, frie Wodcing Group engaged in a campaign to solicit comments and 
recommendations from the public. Since the release of the Framework, the 
Working Group has received Infonnation and ccwnments from hundreds of 
stakeholders. Health and Human Services Secretary Leavitt and other Cabinet 
members traveled throughout the United States and other countries to discuss 
import-safety issues. They met with federal, state and 
local officials, producers, importers, distributors and 
retailers, in addition, they held roundtable discussions 
and media events to engage the public and importing 
community^ in the activities of the Working Group. 

The Working Group also met with Members of Congress 
and representatives of foreign governments to solicit 
comments and recommendations. The Working Group 
issued a Federal Register notice requesting written 
comment and announcing a public meeting, which 
was held in Washington, D.C., on October 1, 2007. 

Representatives from the 12 Cabinet departments and 
agencies comprising the Working Group listened to 
comments and recommendations from the Importing 
community and the public on Import safety. 

Officios from each member department met with 



1 The Working Group includes the Secretaries of the Depai^r^ of Health and Services, 
the Department of Slate, the Department of the Treasury, the Attorney General, the Secroiariejs of 
ttie Departmentof Agrtcuilure, theOepartmerst of Commerce, tho Departmanl of Transportation 
and ^ Department of HomsJand Se^rty. the Director of the Office of Management and Budget, 
the United States Trade Representative; the Adminisfrator of the Environmantal Protection 
Agency, and the Qidrman of Ih© Consumer Product Safety Commission. The Food and Dmg 
Administration, Custr^ns and Sorder Protection and the Food Safety and inspection Service were 
active parttdpaf>ts on the Woi1<ir>g Group as weft. 

2 See App^dix B for the September 10, 2007 correspondence to the President that induded 
these Immediate Actions. 

3 See Protecting fhe Amerksn Con^mer Emy of Ite Way: A strategic frammrk for Hpperf safety. 

4 The iGfTT) Importing community" w used broadly throughout ttiis document to inciurie ali domes- 
tic entires in the supply £#)air». 

2 
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scores of their private'Sector constttuenc^ to discuss import-safe^ Issues. 
Texas A&.M University convened a Conte’ence on Import Safety Science and 
Technology on October 18, 2007. Additionally, ttie Working Group created an 
irnport-^fety y\feb sKe, and utilized novel approadies 
such as weWnare to ps'owde infonnation and to solicit 
comments and views from the importing community 
and the public. 

The oral comments frcxn the public meeting and the 
written cctfTiments submitted, as weii as the input 
received by the memb®- departments from the 
public, provided significant input Stat was used in the 
developrrrent of the recommendations in this Action 
Plan. 

The seminal firwSIng of the Framework was that, 
to adapt to a rapidly growing and dianging giobai 
economy, the U.S. govemm^t must develop new 
import'^fety strategies that expand and emphasize a cost-effective, risk-based 
approach. Such an approach identifies risks at the points they are most likely 
to occur, and then targets the response to minimize the likelihood that unsafe 
products reach U.S. consumere. 

This Action Plan presents broad recommendations and specific short- 
and long-term action steps under the organizing principles of prevention, 
intervention and response. Each action item is based on the building blocks 
identified in the Strategic Framework, released in September 2007. The 
Strat^ic Framework and this Action Plan provide a national strategy for 
contInuaJiy improving the safety of imported products. 

Implementation of this Action Plan will require 
expanded iegaJ authorities, improved coiiaboration and 
capacity building with our trading partners, improved 
coiiaboration with state and local governments and 
the private sector, increased information gathering 
and the discovery and application of new sdence. 

Implementation of the recommendations will require 
resources, including reallocation of existing resources, 
as weii as trade-ofte, to fund these priorities. 

The Working Group recommends tiiat representatives 
of the member departments and agencies meet within 
30 days to assess progress in impiementation of the 
Action Pian and to discuss possible mechanisms for coiiaboration with the 
private sector to continue the effective impiementation of ti^is Action Pian. 
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Background 

This Action Plan builds on the earlier ccmipankm report; Protecting Americar} 
Consumers Every Step of the Way: A s^ategic framemf1< for continual improvement 
in impart safety. That report concluded that the United States must transition 
from an outdated “snapshof to import safety, in which decisions are 

made at the border, to a (X)st“effective, 
prevention-focused 'Video* model diet 
identifies and targets critics^ pointe 
In the import life C 5 «le where risk 
of the product is greatest, and ttten 
verifies the safety of produces at those 
important points. 

This Action Plan follows the organizing 
principles identified in the Strategic 
Framework - prevenHon, Intervention, 
and response - and draws on six 
building blocks; 

1 . Advance a Common Vision; 

2. increase Accountability, Enforcement and Deterrefice: 

3. Focus on Risks Over the Life Cycle of an Imported Product; 

4. QuikJ Interoperable Systems; 

5. Foster a Culture of Collaboration; and 

6. PrcKnot© Technological innovation and New Science. 



Public comments on the Strategic Framework show widespread acceptance 
and su|:^rt of the oi^anlzing principies and building blocte. 

The following is a brief summary of ttre Strategic Framework that forms the 
foundation of this Action Plan. Readers familiar with the Framework are 
encouraged to proceed to the RecommeiyJations section. 
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Summary of the Strategic Framework 


!t 




The Strategic Framework advocates a sfrategy tiiat shifts the primaiy emphasis 
for import safety from interwntion to a ri^-^sed prevention with verification 
model. It recommends that the {Hittic arid private sectors work together to 
identify risks and consider new ap^oaches for addressing these risks. The 
vision of the Strategic Framework is to improve continuously the safety of 
imported products. 


Three organizing principles fCMrm foe k^sfones of 
the Strategic Framework and foe recommendations 
included within this Action Plan: 

1 . Frev^tion - Prevent harm In fimt f^ce. 

The U.S. government must work wifo foe private 
sector and foreign governments to adopt an 
approach to import safety that lixiilds safety into 
manufacturing and distribution {Koces^s. This 
effort viriil reduce the risks to consumers from 
othsrwse dangerous Imported products. 


2. Intervention - Inter^ne wten risks are kientified. 

Federal, state, loc^ and foreign governments, aiong with foreign 
producers and foe Importing convnunity. must adopt more effective 
techniques for id^tif^ng potential product hazards. When problems 
are discovered, government offid^ds must act swiftly, and in 
a coordinated manner, to seize, destroy or otherwise prevent 

% dangerous goods from advancing beyond foe point-of-entry. For 
foreign countries, taking steps to ensure the safety of products 
exported to the United States will benefit them by facilitating 
trade. 



3. ne&pon^-Resfiond rapidly after harm has occurred. 

In the event that an unsafe import makes its way into domestic 
commerce, swift actions must be taken to limit potential exposure 
and harm to the American public. 


Within each of those organizing principles aro the cross-cutUng building blocks 
Identified in the Sftategic Framework that departments anti agencies should 
use to guide their programs. 
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Byilding Block 1 : Advance a Cemimon Vision 
There should be a shared vison and shared go^s across 
the federal government for promoting Import safety. 

Relevant policies and proc^uros should be reviewed 
and, where appropriate, revised to ensure that all federal 
departments and agencies are woildng together with shared 
ob|ectives. Revised measures ^KHtid encourage public and 
private parties involved in the import life cycle to adopt this 
common vision. 

Bijffdlng Block 2; Increase Accountability, 

Enforcoment and Deterrence 
While it Is important to remember foat industry has a 
financial interest to sell safe products to its conajmers, 
all actors trtvofved in the production, distribution and sale 
of imports must be held accountable for meeting their 
obligations to ensure that imported products meet safety 
stjv^dards® in the United States. The feder^ government will continue to work 
with industry to foster compliance with these standards, but is also prepared 
to use appropriate criminal and civil enforcement tools to hold companies and 
individuals accountable and to protect consumers. 



BuHdirtg Block 3: Focus on Risks Over the Ufa Cycle of an 
Imported Product 

In addition to IdentiAflog unsafe products at the border, the new approach must 
locus on the most important safety considerations affecting imported goods 
throughout their import fife cycle - from overseas production to U.S. ports-of- 
entry, through final consumption or use in the United States. A key element 
is developing the ability to identity and manage risk at critical points along the 
import life cycle. Rather than the primary line of defense, Intervention at the 
border must become one part of a network of interconnected measures that 

protect the American public and facilitate the entry 
of safe imports that comply with U.S. statutes and 
regulations. 

The federal government should move to a more 
risk-based, cost-effective approach to Identify 
and mitigate risks posed by imported products. 
Principles of hazard analysis and risk management 
have long been applied in manufacturing as a 
method of minimizing risks and maximizing quality 
In production processes. These principles enable 
the targeting of resources to areas of greatest risk. 




5 “Safeiy stisHdaitis'’ rr?^ have a difka-en! meaning in different c?wtexis- In this case, we are using 
the term in a broad sense to rsf» to rocognized standards m ^ Urited States that ensure produols, 
including chemical substances and pestkades, ana safe for poopto and animais. By “recognized 
siandartis” w© are rel^rir^ to those ^and»ds for wNtsi comptianc© is roquirtKi by United Stales law 
or regulation, or for which comptiancs is yrtuntary but, if met, is considered by the fedaral agency 
with juiisdiction as sufficient to meet federal requifemsnts. These standards can be nationai or 
intomationai. 
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Building Block 4; Build lnt@fopers^le Systems 
The federal government needs to finalize implementafion of interoperabfs data 
systems already under development that fadiit^ tfie ^change of relevant 
product information among parties fire Import supply chain to ensure import 
safety. The international Tr^e Data System (ITDS) inifiafive is a key component 
to improve system interoperability. The ITDS initiative will create a singie-window 
environment for the coliectim of information md will improve and enhance 
Information shanng among government dep^mente and agencies and the import 
community. 

BuHdifig Block 5: Foster a Culture of 
Coliaboratfon 

The feder^ government must develop a culture of 
(Xillgtooration toat will pcsmeate relationships among 
federal departments and ag^cies and tfieir external 
stakehoid^. All parfies (federal, state, and 
local goverrwnents, foreign governments, foreign 
producers, foreign exporters and the importing 
COTimunity) invc^ed in the Import life cycle need 
to work together to prevent unsafe products from 
entering the United Slates and to take swift and 
effective action it such products do enter domestic commerce. This coHaboration 
must build on intornalionai muitliateral and bilateral agreements to ensure the 
safety of products imported Into the United Slates wrthout creating unjustified trade 
barriers. As some unsafe products result from violations of patents and trademarks, 
the federal government will also work to increase coordination with U.S. industry 
to enforce intellectual property rights (IPR) and prevent the entry of counterfeit and 
potentially unsafe products into supply and distribution chains. This will require a 
now era of collaboration, as the federal government works to identify better ways to 
engage all parties in the imf»rt life cycle. 





Building Block 6; Promote Technological Innovation and New Science 
A more effective and efficient import-safety system will depend on the development 
and application of new science and technology, implementation of innovative 
technologies will afford the opportunity to screen larger volumes of imported 
products at points-of-entry. These screening 
procedures will help evaluate and target high-risk 
commodities, increasing analytical efficiency and the 
number of imported products tested. Research into 
the causes of risk, such as the conditions that lead 
to contamination of foods wfo certain pathogens, 
can help government and industry identify vulnerable 
points in the import iif© cycle for specific products. 

These building blocks and the organizing principles 
provide the foundation few the rectommendations that 
follow. 
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Import Safety Strategic Framework 


Continuously improve the safety of imported products 


Shift focus from intervention to prevention 
(over the entire import life cyde) 


Strategy 

Hcmf we achieve ovr v^on 


Orgasilzing prindples 
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Sample Summary of Actlona and Current Plans to Protect American Consumera 

As directed by the President, all departments and agencies have been reviewing and assessing current procedures, authorities, 
outreach efforts and international cooperation initiatives to enhance the safety of imported products. Ba^ on these reviews and 
meetings, the departments and agencies have already taken numerous actions to protect American (X)nsumers. Many more initiatives 
to enhance the safety of imported products are underway and be completed in the coming months. Here is a sample of significant 
recent accomplishments arid important actions that will be completed within the first 200 days of issuirtg this Action Plan. A more 
complete list is shown in Appendix C: Recent Actions and Current Plans to Protect American Consumers. 

Safety Standards 

■ Food Protection Plan. The Food and Drug Administration (FDA) has developed a Food Protection Plan that addresses both food 
safety and food defense for domestic and imported products, including food protection from production to consumption. The Plan 
will be phased in over the coming months and is integrated with the Administration’s Import Safety Strategic Framework and Action 
Plan. 

Certification 

• Seafood inspection Program. As of October 24, 2007, the Department of Commerce's National Oceanic and Atmospheric 
Administration (NOAA) Seafood Inspection Program has inspected and certified seven seafood processing plants in China and has 
plans to inspect another 1 2 plants. A number of other plants are scheduled to be inspected. 

• Seafood Inspectors Stationed in Other Asian Countries. NOAA is in the process of stationing an inspector full time in Hong 
Kong, end has plans to put inspectors in other countiies that export large volumes ol seafood to the United States. 

Foreign Cooperation and Capacity Building 

’ Safety AgreemMt with China on Toys, Fireworks, Electrical Products. Meetings held in September 2007 between the 
Consumer Products Safety Commission (CPSC) and its counterpart, the General Administration of Quality Supervision, inspection, 
and Quarantine (AQSIQ) of the People’s Republic of China, recited in a renewed Memorandum of Understending (MOU) related to 
the pronvstion of safety for target products > children's toys, fireworks, cigarette lighters, and electrical products. 

• Security and Prosperity Partnership (SPP) priority on Safe Food and Products. In August, President Bush, President 
Calderon of Mexico and Prime Minister Harper of Canada pledged to strengthen trilateral cooperation and mechanisms within the 
region, build on current standards and practices and work with our trading partners outside of North America to Identify and stop 
unsafe food and products before they enter our countries. 

• Memoranda of Agreements with China on Food, Drugs, Medical Devices and Animal Feed. HHS/PDA is negotiating binding 
agreements with the Chinese government to enhance regulatory cooperation in the area of drugs, medical devices, food, and 
arrimal feed. These agreements will protect the safety and health of consumers and animals in the United States and in China. 

• Motor Vehicle Safety Agreement with China. On September 12, the Department of Transportation's National Highway Traffic 
Safety Administration (NHTSA) signed a Memorandum of Coof^r^on with China aimed at increasing cooperation in the areas of 
motor vehicle regulation and safety. Both sides indicated a vrillingness to work together to address issues related to the safety of 
Chinese motor vehicles and equipment (including tires and automotive fuses) intended for export to the United States. 

• Foreign Training on United States Safety Standards for Meat, Poultry arvi Eggs, in July 2007, the United States Department 
of Agricuiture (USDA) and FDA conducted a seven-week treinlng program for Chinese inspection officiels. The Food Safety and 
inspection Service (FSIS) also conducted outreach to foreign government inspection officials regarding FSIS import requirements 
for meat, poultry and egg products. FSIS provided technical assistwice to the Austrian government regardirtg U.S. import 
requirements for ready-to-eat products, to Mexico regarding microbiologicaf testing procedures and to the governments of Bosnia- 
Herzegovina, Namibia and Thailand about U.S. import requirements in general. 

Response 

• IMarklng Rule to Prevent Port-Sh^jping. By mid-2008, FDA will issue a proposed rule that would require imported food that has 
been refused entry to be marked '‘United States: Refused Entry.” Such marking would help prevent the introduction of unsafe food 
into the United States through port-shopping, e practice whereby importers attempt to gain ertiry through a port after the goods have 
been refused at another. 
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Recommendations 

The current import-safety system in the United States has served the public 
well for many years and is among the most effective in the world. In this 
system, the public and private sectors work 
coliaboratively to collect and evaluate pertinent 
information for ail commercial cargo before it 
reaches the United States. Under U.S. law. 
cargo that does not meet federal government 
requirements, including those relating to safety, 
is not allowed to enter domestic commerce. In 
a similar fashion, cargo that does r>ot meet the 
expectations, contractual requirements or safety 
standards of the private sector jeopardizes trading 
relationships and compromises business. These 
legal requirements and market-based measures 
work together to protect the American public. 

The recommendations included in this Action Plan 
build upon the current import-safety system and 
activKies already being undertaken by the public 
and private sectors by focusing on cost-effective, 
risk-based approaches across the entire import life cycle. The Working Group 
presents 14 broad recommendations and 50 action steps, each with a lead 
entity and time frame. The recommendations include short- and long-term 
action steps that should commence immediately.^ 


We live in a world that is risky. 

We will not be able to eliminate all 
risks, but we also need to manage 
those risks in a way that is smart 
and efficient. 

Dr. Jeff Range. Acting Assistant 
Secretary for Health Affairs. 

Department of Homeland Security 


The recommendations are categorized in this Action Plan based on the 
organizing principles outlined in the Strategic Framework - prevention, 
intervention and response. Together, tite organizing principles, 
recommendations and action steps create an import-safety roadmap to 
promote continual improvements In Import safety. 


6 “Shortterm''ref0r5 to those action steps ihatcan be completed within ths next 12 months; Tong 
term" refers to those action steps that witi take longer to comr^ete. 


10 
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Import Safety_Roadmap 

Or§anis.;..r, Krincipies 



Recommei^dations 


1. Create new and strengthen existing 
safet^r standards 

2. Vertfy compliance of foreign producers widi 
U.S, safety standards and U.S. securfey 
standards through certification 

3. l>romote Good Importer Pradices 

4. Strengtii^ penalties and take strong 
enforcement actions to ensure 
accountabiSty 

5. Make product safety an important prtndpie 
of our dipiomatic reiatior^ships with foreign 
countries and increase the profile of 
relevant foreign assistance ar^vrties 

6. Hamionize federal government procedures 
and requiremer^ for pt-ocesstng import 
^Ipments 

7. Complete single-window kiterf^e for the 
intra-agency, interagency, and private 
sector exchange of Import data 


3. Create krteractive import-safety 
Information n^work 

9. Expand laboratory capacity and 

develop rapid testing methods for swift 
iden^cation of hazards 

IQ. Strengdien protection of intellectual 
property rights (IPR) to enhance 
consumer safety 

1 1. Maximize the ^ediveness of product 
recalls 

12. Maximize federal-state collaboration 

13. Expedite consumer notification of 
product recalls 

14. Expand use of electronic track-and- 
trace technologies 


Sample Action Steps 


Establish 3rd party certification 

Make avaSable information about certified firms aiKl importers who only use certified firms 
Inaease the dollar amount of bonds 
Expand asset-forfeiture remedies 

Raise the ConsiOTier Product Safety Act (CPSA) stahAory dvil penalty cap 
Develop capability to exchange irrformation electronically among the federal departments 
and agencies and with the HTtporting community ! 

Establish field presses at key foreign ports s 

Enharrce field laboratory capacity I 

Develop best cvactices for track-and-trace technologies 1 


Fcotnote: The roadmap indudes 50 short- end Itwig-term actions The steja here arc 

a subset of the larger total and iilustrstive of the recommended actions. 
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Points of Clarification 

Before presenting the recommendations and action steps, several cleu'ifications 
are helpful: 

* Shared interest - The information collected and analyzed for this Action 
Plan reaffirms the key and integrated Import'Safety roles of public- and 
private-sector actors. Both have a 
shared interest in the safety of im^rted 
products and both must continue 
working together to protect the American 
consumer. The import-safety chain 
stretches from the point of foreign origin, 
both of materials and finished product, to 
domestic consumption or use. All entities 
involved in the import life cycle - foreign 
producers (growers and manufacturers), 
governments, distributors, exporters, 

U.S. importers, distributors, manufacturers and retailers, testing and 
certification bodies and regulatory authorities at the federal, state and 
local levels - must work together to prevent unsafe products from entering 
the United States. The appropriate entities in the supply chain must also 
take swift artd effective action when harmful products do enter domestic 
commerce. 


We believe that the responsibility tor 
safety has to be firmly attached to each 
link in the supply chain. 

Donald Mayes. Consumers Union 


Prtvate-sector interest and mechanisms - The private sector not only 
has a significant interest in ensuring safety, but also has a wide array 
of medianlsrr\s to support federal objectives. Ukewise, the federal 
government can learn and benefit from the experience of the private 
sector. Although the action steps in this Action Plan pertain primarily to the 
federal government, the Action Plan recognizes the importance of private- 
sector mechanisms and experience and lays a foundation for 
ongoing, substantive public-private collaboration. 

’Consumer irtterest- The Action Plan recognizes that 
consumers have a vital interest in the safety of imported 
products and anticipates active consumer engagement in the 
implementation of the recommendations and action steps. 

* Risk-based strategies - This Action Plan is built on the 
concept that focusing on ri^ is the most effective way to 
address safety over the broad spectrum of products imported 
by the United States. Some areas and products need more 
attention than others because of the potential risks they could present and 
because of differences in the product and the production environment. 
These differences include process consols, the history of compliance, the 
intended use of the product, the inherent risks of the product and other 
factors demonstrated by sdence and experience to be valid predictors of 


It makes sense to focus 
our limited resources 
on those shipments 
that pose the greatest 
risk, 

Josh Green, Panjiva 


,12 
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risk to the public. The federal government must continue to make choices 
about where it focuses its resources, and basing those choices on risk 
means that better and more logical decisions will be made with more 
effective results. Therefore, there is no one-size-fits-all solution. The 
recommendations and action steps in this Action Plan reflect this cost- 
effective, risk-based approach. 

Accountability - The Strategic Framework stresses that import safety 
can be advanced through shared efforts and shared responsibility 
throughout the entire import life cycle, from foreign governments, 
producers, distributors and exporters to U.S. importers, producers, 
distributors and retailers, as well as the federal and state governments. 

Any private entity that seeks to benefit from access to the U.S. market has 
the same responsibility domestic producers have to ensure their products 
meet all applicable U.S. safety standards. For example, producers of 
drugs and medical devices are expected to meet the standards set by the 
FDA. Steps to create incentives for foreign firms to ensure this outcome 
are an important part of the Action Plan. In addition, the U.S. importing 
community, either as a link in the U.S. distribution chain or as the seller to 
the ultimate consumer, must share the 
commitment to ensure that products 
brought into the United States are 
manufactured in accordance with U.S. 
safety standards. 

All entities involved in the import life 
cycle are responsible for ensuring the 
safety of the products they produce, 
distribute, export, import or sell. The 
specific responsibilities of each entity 
depend on the activities in which they 
engage. For example, producers are 
responsible for making products that 
comply with U.S. safety standards. 

Importers are responsible for bringing 
products that meet U.S. safety 
standards into this country in a manner 
that does not compromise the safety 
and, where appropriate, efficacy of the 
product. 

Resources - To implement the Action Plan to its fullest extent will require 
resources. Federal departments and agencies will coordinate, plan 
effectively and meet these goals by submitting additional funding needs 
through the normal budget process. 

Common mission, varying statutory roles - While the entire federal 
government is responsible for advancing import safety, each department 
and agency operates within a unique statutory framework. The 
recommended actions do not apply uniformly to all federal entities. Instead 


Facilitate Trade but Target High-Risk Imports 

The recommendations In this Action Plan are 
designed to promote impori safety while avoiding 
restrictions on the flow of international trade. 

Soma recommendations provide incentives to 
foreign producers, suppliers, and imponers that 
will expedite the entry of products that meet U.S. 
standards. Others lead to greater Information 
about these entities. These Incentives and the 
collection of better information will enhance the 
capacity of the federal government to focus 
on those products that may present a risk to 
consumers in the United States. By improving the 
management of risk, we can facilitate the trade 
of safe products and devote more personnel and 
resources to high-risk products and products of 
unknown risk. 
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The United States import 
safety system must be a 
comprehensive, risk-based, 
preventative approach in v^/hich 
food manufacturers build food 
safety into their products. Indeed, 
the changing import environment 
for our increasingly global food 
supply demands a new approach 
to import safety. 

John D. Floros. Ph.D. 

Institute of Food Technologists 


they are tailored to product risk and the relevant statutory frameworks 
serve as tools to improve the safety of imported products on an ongoing 
basis. Where appropriate, the action steps identity affected departments 
and agencies. 


Complementary Findings -The recommendations and action steps 
outlined in this Action Plan lake into consideration the wide array of other 
planned or ongoing actions by the federal government and other entities to 
improve the safety of imported products. The findings of this Action Plan 
are additive and complement other meaningful changes 
and programs. Appendix C includes a summary description 
of recent activities and current plans that expand upon and 
complement this Action Plan. 


Implementation 

Effective Implementation will require the concerted effort of 
all participants In the Import life cycle, creating an expanded 
culture of collaboration. The federal government must lead 
by example to build each of these recommendations into 
agency priortties and budgets. To aid in this process and 
ensure accountability, each action step has a designated 
lead agency or agencies. 


14 
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Prevention with Verification 

This Action Plan recommends using market-based and regulatory incentives 
and deterrents to encourage foreign entities to build safety into products 
destined for the American market and to encourage domestic entities to ensure 
that the products they import meet safety standards in the United States. 

This approach holds all participants in the import life cycle, both foreign and 
domestic, accountable for ensuring the safety of Imported products by using a 
cost-effective, risk-based strategy. It includes: 



• Creation of mandatory and voluntary third-party 
certification programs for foreign producers that 
are based on product risk to verify compliance 
with U.S. safety standards, 

■ Development of good importer practices, and 

■ Use of strong penalties against bad actors. 

Based on their risk, many products may not warrant 
the establishment of a mandatory or voluntary 
certification program. The federal government will 
also work with Its trading partners to promote, where 
needed, the development of the regulatory capacity 
and legal systems necessary to ensure the safety of 
the products they export to the United States. 


Safely and Security 

Since the United States government bases Its 
decisions about whether or not a product may 
enter the country on both safety and security 
considerations, certification programs referenced 
in the action steps would assess compliance 
with both safety and security standards. In 
today’s world, certification for import safety and 
certification for import security need to be closely 
coordinated. Consideration should be given to 
merging these two certification processes into 
one program. 


The following recommendations, action steps, lead entities and time frames 
present a detailed roadmap for further action. 


Safety Standards 

Recommendation 1 - Create New and Strengthen Existing Safety Standards 

An organizing principle of the Strategic Framework is the concept of prevention 
with verification. This concept is predicated on a philosophy of building 
assurances of safety into production processes and establishing appropriate 
supply-chain controls, rather than relying solely on physical Inspection and 
testing of products at ports-of-entry to Identify and mitigate safety hazards. 
Prevention with verification embraces the incorporation of science-based safety 
standards into production and distribution systems, combined with compliance 
assessments to ensure these standards are being met. 

Industry best practices have long reflected a commitment to the use of risk- 
based preventive controls as an effective mechanism for assuring product 
safety. The federal departments and agencies with jurisdiction over imported 
products should work with industry, standards development organizations 
and other members of the public to strengthen U.S. safety standards, where 
needed and appropriate, particularly for products detemnined to be high-risk. 
Federal departments and agencies should also increase their participation in 
international standards-setting organizations to encourage the development 
of International standards that reflect, to the extent possible, the same level 
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of protection maintained in the United States, When adopting or developing 
safety standards, the federal department or agency with junsdiction should 
consider the best available science, industry best practices and standards set 
by credible national and international standards development organizations. 

1, 1 Extend the mandatory manufacturer/impoder certification requirement under 
section 14 of the Consumer Product Safety Act to all statutes administered by 
Consumer Product Safely Commission. All mandatory safety standards 
promulgated by the CPSC under the CPSA require a manufacturer’s or 
importer's certification of conformity to those standards. The other key 
statutes administered by the CPSC do not contain similar certification 
provisions for mandatory safety standards. In the CPSC’s experience, 
requiring the certification of conformity improves supplier compliance 
with mandatory standards. The requirement simplifies and strengthens 
enforcement at ports because products that are not accompanied by 
a declaration of conformity must be refused entry. Also, because it is 
unlawful to Issue a false declaration, firms can not easily circumvent 
the requirement. As a benefit to Inspecting officials, the process of 
checking for a certificate Is not burdensome and 
does not require any additional government testing 
or evaluation. Extending the existing conformity 
requirement under the CPSA to other statutes 
administered by the CPSC would enhance the 
Commission’s ability to ensure product safety. 

Lead: CPSC 
Time Frame: Short Term 


Apply the Same Safety Standards to 
Domestic and Foreign Made Products 

A product sold to American consumers 
stxjuld be safe regardless of whether it is 
made in the United States or abroad. These 
recommendations are aimed at ensuring that 
foreign producers, exporters and distributors, 
as well as importers, are held accountable 
lor compliance with the same prxxluct safety 
standards as producers and distributors 
In the United States. Consistent with 
international trade rules and longstanding 
United States practice, any new safely rules 
will be transparent, will be based on available 
scientific and technical information and will 
not discriminate unfairly against imported 
products over domestic products. 


1.2 Clarity the Food and Drug Administration’s (FDA) 
authority to require preventive controls lor certain foods. 
This action step would strengthen FDA’s ability to 
require, by regulation, preventive control measures 
to address risks that might occur for domestic and 
foreign produced foods associated with repeated 
serious adverse health consequences or death from 
unintentional contamination, FDA would take into 
consideration industry best practices, such as Hazard 
Analysis and Critical Control Points (HACCP) requirements. 

Lead: HHS/ FDA 
Time Frame: Short Term 


1.3 Provide the FDA with authority to require measures to prevent the intentional 
contamination of domestic and foreign foods. The FDA would use this 
authority to Issue regulations to require companies to implement 
practical food defense measures at specific points in the food supply 
chain where the potential for Intentional adulteration resulting in serious 
adverse health consequences or death to humans or animals is the 
greatest. This authority would apply to food in bulk or batch form, prior 
to being packaged. 

Lead: HHS /FDA 
Time Frame: Short Term 


16 
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1.4 Examine food-safety control systems of other countries to determine whether 
improvements can be made to the operatbn of FDA 's food regulatory program. 
The examination would provide FDA with comprehensive knowledge 
of food safety systems of other countries. FDA could Identify elements 
or components of those systems that are recognized as food safety 
system “best practices” and utilize them to strengthen and enhance 
FDA’s prevention, intervention and response activities. 

Lead: HHS/FDA 
Time Frame: Long Term 



1.5 Expand the use of public-private sector standards programs. Standards 
programs established and administered by the private sector with 
Input from government can provide a generally accepted forum for 
developing safety standards. Organizations such as the International 
Organization for Standardization and U.S.-based international 
standards developers accredited by the American National Standards 
institute devise standards that the federal government may 
subsequently recognize. Greater use of these venues can accelerate 
the development of needed safety standards. They should be pursued, 
as appropriate, as long as the standards developed are based on 
sound scientific information and utilized domesticaily. 

Lead: Department of Commerce 
Time Frame: Long Term 


Certification 

Recommendation 2 - Verify Compliance of Foreign Producers with United States 
Safety and Security Standards Through Certification 

Import certification can augment federal department and agency resources, 
facilitate trade by expediting the entry of products from certified fimns, and 
assist the importing community in implementing effective Good Importer 
Practices, As appropriate, certification would include periodic 
on-site inspections and random testing. Certification would 
need to be renewed periodically at intervals that could vary 
based on product risk, such as with greater frequency for 
high-risk goods. This Action Plan contemplates the use of both 
mandatory and voluntary certification. 


The Action Plan recommends tailoring import certifications to 
both the product’s level of risk and its intended use. Currently, 
federal departments and agencies use import certifications in a variety of 
contexts. For example, as a condition for export of meat, poultry and egg 
products to the United States, the Food Safety and Inspection Service 
(FSIS) certifies foreign countries that, in turn, certify producers that meet 
U.S. requirements. Such certification ensures that the products comply 
with U.S. requirements. While requiring import certifications for all goods is 
not necessary, in certain circumstances (e.g., high-risk products), this extra 
step may be warranted. Therefore, the Action Plan recommends mandatory 
certification for select high-risk products. 


The federal departments and agencies 
with jurisdiction over imported products 
should work with regulated industry and 
other members of the public to strengthen 
U.S. safety standards, where needed 
and appropriate, particularly for products 
determined to be high-risk. 
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Manufacturers will demonstrate 
compliance with national 
standards when there is value in 
it for them, such as recognition at 
the border by customs, preference 
by distributors and retailers, and 
selection by consumers. 


The Action Plan also recommends expanded use of voluntary import 
certifications for other products. To encourage and assist foreign producers 
to meet U.S. standards, the federal government should establish voluntary 
certification programs as appropriate. Voluntary certification programs may 
provide importers with important compliance Information and help them 
ensure that the products they import meet U.S. standards. If widely used, 
these programs will also assist the federal government in properly targeting 
inspection resources to those products of greatest risk. For this reason, we 
propose incentives to motivate voluntary participation. For example, products 
made by certified firms would generally receive expedited processing at U.S. 

ponsH5f.entry. Furthermore, the federal government 
will ensure that infonrtatlon about certified firms and 
Importers of record Is easily accessible to the public. 


Mandatory Certification 


Stan Hazan, NSF International 


Mandatory certification may be necessary 
to ensure that Imported products are safe in 
certain circumstances. This would involve safety 
considerations, including risks associated with the 
product itself or its place of origin. Generally, in such 
cases, the only other option available is to deny 
the entry of these products into the United States. In requiring that such 
products be certified, or produced by a certified firm in order to be imported, a 
mechanism would be provided that allows trade to continue flowing while also 
enhancing safety. 


2. 1 Provide the FDA mth the authority to require a certification or other assurance 
that a product under Us jurisdiction complies with FDA requirements. 
Certification would be mandated based on risk and generally would 
apply to products coming from a particular country, region, or producer 
where safety cannot be adequately ensured for these products in the 
absence of such assurance. This would allow the FDA to redirect its 
resources to other products. Such import certification programs would 
be used for designated products imported from countries with which 
FDA has an agreement to establish a certification program that provides 
sufficient safety to meet HHS/ FDA standards. FDA would accept 
certifications from either relevant government agencies or accredited 
third parties. 

Lead:HHS/FDA 
Time Frame: Short Term 

Voluntary Certification 


18 


For foreign producers, the ability to participate in voluntary certification 
programs could allow products from firms that comply with U.S. safety 
and security standards to enter the United States more quickly. This would 
facilitate trade, while allowing federal departments and agencies to focus 
their resources on products from non^certified firms or tor which information 
suggests there may be safety or security concerns. This would allow federal 
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departments and agencies to more effectively target their resources. It may 
not be necessary to establish certification programs for low-risk products. 


2.2 


2.3 


Develop voluntary certification programs based on risk for foreign producers of 
certain products who export to the United States. The federal government 
will work with the importing community and other members of the public 
to develop voluntary certification programs, as appropriate, based on 
risk. As part of this effort, the federal government 
should take into consideration, incorporate or expand 
upon existing trusted trader partnership programs 
including GBP's Importer Self Assessment Program 
(ISA) and programs that relate to security.' 

Leads: CPSC, HHS/FDA, DHS/CBP 
Time Frame: Long Term 



Provide FDA with legislative authority to accredit 
independent third parlies to evaluate compliance with 
FDA requirements. To implement the previous 
action step (2.2), FOA will accredit third party 
organizations, or recognize an entity that accredits third pariles. Third 
party organizations could be, as appropriate, federal depariments and 
agencies, state and local government agencies, foreign government 
agencies, or private entities without financial conflicts of interest. FDA 
would use information from these accredited third party organizations in 
its admissibility decision-making. 

Leads: HHS/FDA 
Time Frame: Short Term 


In September 2007, the U.S. Toy Industry of 
America (TIA) announced plans to Implement 
new compliance systems to bolster the 
safety of toys sold In the United States. The 
Initiative, created In consultation with the 
American National Standards Institute and 
the Consumer Product Safety Commission, 
includes the development of standardized 
testing procedures and laboratory certification 
criteria. 


2.4 Create incentives for foreign firms to participate in voluntary certification 

programs and for importers to purchase only from certilM firms. The federal 
government should establish these incentives, 
which could include expedited entry, expedited 
processing of samples for laboratory testing, and 
access to GBP’s account manager program. Utilizing 
expedited entry, federal departments and agencies 
with luiisdictlon typically would be much less likely to 
physically examine or otherwise delay products made 
by certified firms unless the product is examined for 
auditing purposes, there Is information suggesting 
this product violated U.S. law, is considered high- 
risk for safety or security reasons, or the importer of 
record did not provide correct or complete information 


7 ISA is a voluntary program for importers who agree to monitor their own compliance in exchange 
for benefits from CBP. Its primary objective is to maintain a high level of compliance rwith United 
States entry requirements through a cooperative partnership and krtormatjon exchange between 
the importing rxrmmunity and CBP. 


The United States is unique to the 
world in many ways, including 
the tact that it relies heavily on 
the private sector for voluntary 
standards development, as well 
as product safety testing and 
certification services. 

August W. Schaefer 
Underwriters Laboratories Inc. 
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required by U.S. iaw. Should samples be taken for testing from a 
product made by a certified firm, the agency with jurisdiction could 
expedite processing of those samples. Under CBP's account manager 
prc^ram, the importer of record is assigned a contact person who can 
answer questions and facilitate the resolution of problems should they 
arise. The federal government wiii also consider setting less stringent 
bonding requirements as an incentive to import products from certified 
firms. 


Leads: DHS/CBP, HHS/FDA, CPSC 
Time Frame: Long Term 


2.5 Develop a plan to ensu/e that information regarding certih'ed 
fims and importers of record is easily accessible. This will help 
importers to more easily determine whether or not a foreign 
firm is certified, and help distributors and retailers to identify 
Importers of reccx’d who only handle goods from certified 
firms. It will also help insurers use this information for 
determining risk when underwriting importers of record, and 
help consumers determine whether or not a foreign-made 
product sold under its own label comes from a certified firm. 
Leads: DHS/CBP, HHS/FDA 
Time Frame: Long Term 


— 

There are many private sector and 
government organizations that presently 
certify products ar>d producers es 
meeting established national or 
International standards or accredit 
certifying bodies. The presence of such 
certifying or accrediting organizations 
serves as a ready resource to implement 
new voluntary certification programs. 


Good Importer Practices 

Recommendation 3 - Promote Good Importer Practices. 

Although some members of the importirtg community 
have established and met their own best practices, 
importing community does not have available Good 
Importer Practices focused on ensuring product safety 
throughout the supply chain. Oeveioptog such practice: 
can assist the entire Importing community In taking 
appropriate steps to ensure the safety of the products 
they bring into the United States. 

To encourage the importing community to take 
appropriate steps to ensure the products ^y bring into 
this country meet U.S. standards, the federal government will work with the 
importing community to develop Good Importer Practices. These practices 
should be developed as guidelines, be ri^-based and provide concrete 
guidance to the importing community for evaluating imported products. This 
evaluation would be based on due diligence and preventive controls principles. 
These practices will provide a set of factors that can be used by the importing 
community to evaluate foreign suppliers arxJ products. 

Based on this evaluation, the importing ocKnmunity will have greater confidence 
that the products they import will be in compliance with U.S. laws and 
regulations. For example, tor products with known risks, a key precaution 


We owe it not only to our 
consumers, but. of course, our 
farmers, ranchers and producers 
as well. And we must work with 
our trading partners to share best 
practices and agree on common 
standards of science-based 
approaches for food safety. 

Chuck Conner 
Acting Secretary of Agriculture 


20 
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the importing community could take to ensure safety consistent with Good 
Importer Practices is to purchase, distribute and sell products made by 
certified producers. As part of this collaboration, the federal government 
and the Importing community should consider whether and how to foster the 
development of voluntary third-party programs to certify importers as meeting 
Good Importer Practices. 

3.1 Develop Good Importer Practices. The federal government should work 
with the importing community and other members of the public to 
develop Good Importer Practices and Issue guidance with respect to 
particular product categories. The focus of these practices will be to 
ensure that Imported products meet U.S. safety standards, as well as 
to promote effective supply-chain management. Development of these 
practices would help the Importing community take appropriate steps to 
ensure the safety of the products they bring into the Unit^ States. 
Leads: USDA, CPSC, HHS/ FDA, DHS / CBP, Department of Commerce 
(DOC) 

Time Frame: Long Term 



3.2 Partner with the importing community to foster the creation of voluntary 
cerhfication programs lor importers. These programs would be private- 
sector based and would serve to verify compliance with Good Imporier 
Practices. The federal government would evaluate these programs 
to determine whether they should be accredited by the federal 
government and whether certification should be required for Imporiing 
certain high-risk products. 

Leads: CPSC, HHS/ FDA, DHS/ CBP, DOC 
Time Frame: Long Term 


Penalties 


Recommendation 4 - Strengthen Penalties and Take Strong Enforcement Actions 
to Ensure Accountability. 

To hold both foreign and domestic entitles accountable and discourage them 
from producing, distributing, exporting, imparting and selling unsafe products, 
the federal government will take steps to strengthen penalties against entities 
that violate U.S. laws. Effective penalties can serve as a deterrent against 
violating U.S. requirements and will improve compliance with U.S. safety 
standards and laws. 


Rigorous enforcement of U.S. import-safety laws promotes deterrence. 
Assessing civil and criminal penalties against bad actors creates the proper 
incentives for all parties across the import life cycle to behave lawfully 
and responsibly and to build safety into their products to prevent harm to 
consumers. For enforcement to be an effective tool in the promotion of Import 
safety, however, civil penalties must amount to more than a business expense 
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and, for the worst offenders, criminal penalties should apply. Where penalties 
are weak or lacking, enforcement measures must be strengthened to reflect a 
meaningful expectation of accountability. 

Bonds serve as a guarantee of payment for specific types of penalties levied 
against the importer. Minimum bond amounts have not changed since 1 991 
and do not reflect the likelihood that a product may not meet U.S. importing 
or safety requirements. Compliance with U.S. safety requirements can be 
encouraged by raising the minimum bond amounts and increasing CBP’s 
authority to consider the risk presented by a 
product in calculating bond amounts. 


As the volume of imported food 
steadily increases, the FDA's job at the 
border can be compared to trying to 
find a needle in a haystack. We need 
to approach this task ... by reducing 
the number of needles to find, and by 
reducing the size of the haystack in 
which to find them. 


Scott Faber. 

Grocery Manufacturers Association/ 
Food Products Association 


4. 1 Amend the Federal Food, Drug, and 
Cosmetics Act (FDCA), the Federal Meat Inspection 
Act (FMIA), the Poultry Products Inspectbn Act 
(PPIA), the Egg Products Inspection Act (EPIA) and 
the Consumer Product Safety Ad (CPSA) to include 
asset-forfeiture remedies for criminal offenses. 

This proposal would allow the forfeiture of all 
vessels, vehicles, aircraft and other equipment 
used by bad actors to aid in the importing, 
exporting, transporting, selling, receiving, 
acquiring or purchasing of products in violation 
of the FDCA, FMIA, PPIA, EPIA or CPSA, as 
well as the proceeds from the criminal offense. 
Such penalties would apply only to those actors 
who knowingly and willfully violate the act, and the court of record 
would make the ultimate determination of relief. This action would be 
wholly administered by the Department of Justice (DOJ) consistent with 
current practice under many statutes." 

Lead: DOJ 

Time Frame: Short Term 


4.2 Raise the statutory civil penalty cap under the CPSA. Currently, the penalty 
cap stands at $1 .8 million for any related series of violations under the 
CPSA. Raising this amount to $10 million would serve as a deterrent 
to unlawful conduct and provide the CPSC with leverage to negotiate 
penalties against violators. In assessing penalties, the CPSC should 
consider whether a company is a repeat offender. 

Lead: CPSC 

Time Frame: Short Temn 


0 For example, Ccxigrees limited ail Aminat forfeiture and the dvll forfeiture of real property for 
drug offenses to felony violations of the Contrdled SubstaiKes Act ^see 21 U.S.C 853 (a) and 381 
(a) (7)). So, too, could Congress limft forfeiture sanctior^ to the statutory provisions that require a 
knowing and willful vidation. 


22 


www.iniportsafety.gov 




266 


Action Plan for Import Safety: 

A roadmap for continual improvement 


4.3 Strengthen GBP's mitigation guidelines and increase the maximum penalties 
against importers who repeatedly import products that violate U.S. law. CBP 
needs to impose maximum penalties against such parties to provide 
effective deterrence. 

Lead: DHS/CBP 
Time Frame: Short Term 

4.4 Increase the dollar amount of tmds that importers of record must provide to 
reject inflationary increases and risk. Without an adequate bond, CBP 
Is unable to issue and collect penalties for bad actors in the amount 
allowable by law. 

Lead: DHS/CBP 
Time Frame: Short Tenn 



4. 5 Authorize FDA to refuse admission of imported products if access-including 
access lo all applicable records, equipment, finished and unfinished materials, 
containers and labeling-to any factory, warehouse or establishment in which a 
product for export to the United States is manufactured, processed, packed or 
held is unduly delayed, limited or denied. An important tool tor the federal 
government to verify whether a firm complies with U.S. safety standards 
is to conduct a routine inspection and to review relevant production 
and distribution records. Domestic firms have an Incentive to work 
with federal departments and agencies with such inspection authority 
because efforts to delay, limit or deny such an Inspection may lead to 
an enforcement action. However, foreign firms can often deny U.S. 
officials access to their facilities without any adverse consequence. 
Having the authority to prevent entry of products from firms that fail to 
provide FDA access will enable FDA to protect consumers by keeping 
potentially unsafe products from entering U.S. markets. This authority 
also will provide a strong incentive for foreign firms to allow FDA to 
perform inspections, motivation similar to 
that provided to domestic firms. 

Lead: HHS/FDA 
Time Frame: Short Term 


Enforcement plays an important role, 
not just in remedying past harms, but by 
providing proper incentives and deterrents, 
which, in turn, help to prevent harm to 
consumers in the first place. 


4.6 Provide authority lor the destruction of medical 
products refused admission into the United 
States. The federal government has had 
limited success in stopping unsafe medical 
products for personal use from entering 
the United States because of the statutory 
requirements that must be met before those 
products are destroyed. Expedited destruction of these products would 
address this limitation but would only apply to refused shipments that 
are valued below a certain threshold or which pose a certain level of 
risk to humans or animals. This Is intended to address problems, such 
as personal shipments of drugs being re-imported after they have been 
denied entry. 

Lead: HHS/FDA 
Time Frame: Short Term 


John 0 Quinn, Deputy Associate Attorney 
General, Department of Justice 
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4.7 Remove the notice requirement for mlatbns of ttw CPSA Underits 

enabling statute, the CPSC must first provide the offending party with 
notice of its violation prior to prosecution by the DOJ. Although the 
notice requirement is designed to ensure that a violating firm was aware 
of its offense prior to prosecution, the standards for prosecution are 
such that the DOJ must prove knowledge and intent on the part of the 
offender. Thus, the notice requirement in the CPSA is unnecessary. 
Leads: DOJ, CPSC 
Time Frame: Short Term 


Foreign Collaboration and Capacity Building 


Recommendatton 5 - Make Product Safety An Important Principle of our 
Diplomatic Relationships with Foreign Countries and Increase the Profile of 
Relevant Foreign Assistance Activities. 


In the global economy, import safety begins abroad. While many of our 
trade partners have active and effective programs, some lack an adequate 
regulatory regime or legal system, both of which are conducive to maintaining 
and enforcing adequate product safety standards. U.S. investment in capacity 
building can benefit developing nations by helping them strengthen their 
economies, enhance their legal systems and public health infrastructure and 
ultimately facilitate commerce. 


While many federal departments and agencies offer capacity-building support 
to foreign countries, and many U.S. assistance programs provide training in the 
rule of law and government oversight of products standards and testing, the 
United States needs to reinforce the importance of product safety as a priority 
in our broader diplomatic relationships. 


For example, in order to develop foreign regulatory capacity building and 
accountability, the United States needs to advance import safety when 
negotiating cooperative arrangements with other countries. Further, the 
United States needs to build effective coalitions with our trading partners and 
encourage them to become more involved in identifying solutions to product 
safety challenges. 


In addition to building the regulatory capacity of foreign governments, it is vital 
that the United States share information with foreign counterparts who have 
active and effective regulatory programs. There is currently information in 
the hands of foreign governments — such as foreign inspection results, best 
practices, adverse event reports and data on recalls and outbreaks — that 
could be useful to U.S. regulatory agencies to better screen products arriving 
at the border. For example, FDA has begun an active information-sharing 
program with many of its foreign counterparts to obtain information about 
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product approval, inspection, testing and safety for FDA-regulated food, 
medical pr^ucts and cosmetics. 

5 . 1 Direct the federal go vernment to make product safety a guiding pnnciple in 
negotiating future cooperative arrangements with foreign government entities. 
To foster effective relationships with foreign government counterparts 
and demonstrate the importance of product safety in international trade, 
the United States should make product safety an important component 
of cooperative arrangements. 

Lead: Executive Office of the President (EOP) 

Time Frame: Short Term 



5.2 Expand and administratively streamline, as 
appropnate, government inspections in foreign 
countries and improve collaborative investigation 
and enforcement activities when negotiating 
cooperative arrangements with foreign 
governments. Streamlining bureaucratic 
processes, such as the visa process for 
government inspectors, can result in more- 
timely and less-costly authorized foreign 
inspections, in addition, as appropriate, 
federal departments and agencies should 
provide foreign countries with training and 
technical assistance regarding U.S. standardL 
and conformity assessment practices. 

Lead: Department of State 
Time Frame: Long Term 


The more data that can be captured 
early in the supply chain process, 
the better. If U.S. -based importers, 
retailers and government agencies 
can identify product safety problems 
in the manufacturing or transportation 
stages before a product reaches the 
U.S. market, the public will be safer, and 
enforcement and recall costs will be 
significantly reduced. 

Donald P. Bliss 

National Infrastructure Institute 


5.3 Review existing overseas programs that target rule of law, regulatory capacity- 
building and trade capacity-building, to determine how to improve product 
safety standards and conduct. This would encourage departments and 
agencies with relevant programs to include product safety standards 
and compliance, where appropriate, in their capacHy-buildlng efforts. 

Existing foreign assistance efforts related to 
strengthening the rule of law, regulatory capacity- 
building and trade capacity-building may currently 
seek to improve product safety standards 
and compliance. However, there has been no 
coordinated polity review of these efforts to help 
policy makers understand it the level of effort is 
appropriate and effective and to ensure consistency 
in U.S. policy. 

Lead: Department of State 
Time Frame: Long Term 


strengthen the Capacfttes of Our 
Trading Partnera 

One way to ensure compliance with United 
States safety standards, H warranted, is 
to increase the capacity of our trading 
partners to adopt strong safety standards 
and regulations and to develop a legal 
system that is capable of enforcing those 
standards. 
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5.4 Improve U.S. liaison to foreign countries. For exampie, estabiish FDA field 
presence at key foreign ports of embarkation and a CPSC liaison to 
certain countries. 

Leads: HHS/FDA, CPSC 
Time Frame: Long Term 


We re working with foreign 
governments. Informing them of 
our environmental requirements 
and helping them to strengthen 
their capacity to comply with 
U.S. standards. 


5.5 Develop strategic inlomiation-sharing arrangements with key foreign 

government counterparts. Through greater information-sharing, such as 
data on recalls, the federal government can leverage the inspection and 
regulatory expertise and experience of foreign regulatory 
authorities to facil’ttate admissibility determinations, 
provide advance notice of problems, and enhance 
enforcement capabilities. 

Learfo: HHS/FDA, USDA, CPSC, EPA 
Time Frame: Long Term 


Stephen L. Johnson 
Administrator, Environmental 
Protection Agency 
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Intervention 

The second organizing principle— Intervention— recognizes the need to 
intervene when risks to product safety are identified. These recommendations 
address the importance of focusing intervention activities throughout the life 
cycle of imported products, rather than just at the time the goods arrive at the 
U.S. border. To accomplish this, the federal government will need to put in 
place automated systems and foster a culture that optimizes both government 
and private-sector knowledge. The incompatible systems that comprise the 
current approach must be replaced with interoperable systems that provide 
all regulatory departments and agencies, as well as the importing community, 
with the most complete Information possible while protecting confidential 
information. This will allow federal agencies, either prior to shipment, at the 
port-of-amival, or at the port-of-entry, to effectively target shipments that may 
represent a risk if allowed entry into the United States. This would maximize 
the use of federal resources and facilitate legitimate trade, as well as assist the 
importing community in meeting its responsibility to ensure unsafe products do 
not enter the United States. 

Common Mission 

Recommendation 6 ~ Harmonae Federal Government Procedures and 
Requirements for Processing Import Shipments. 

Border officials inspect and clear cargo before It enters the United States in 
accordance with relevant federal laws and regulations. New risk information 
can complicate efforts to conduct inspections of entering shipments consistent 
with the applicable admissibility requirements. Better coordination among 
federal regulatory departments and agencies: cross- 
training; commissioning of federal personnel in the 
application of import entry requirements: and the 
establishment of common inspection, testing and 
enforcement protocols are needed, in some cases, to 
ensure that only products that comply with relevant 
regulations and standards enter domestic commerce, and 
that federal efforts to achieve this goal are effective and 
efficient. 

6.1 Develop uniform interdepartmental procedures, 
where appropriate, for clearing and controlling 
shipments at ports-of-entry. These procedures 
would be used by all federal departments and 
agencies, where appropriate, and would help 
streamline the entry process as well as facilitate the exchange of 
information and intelligence, processing of samples and interagency 
coordination so that federal resources are used more efficiently and 
effectively in assuring product safety. As part of this action, federal 
departments and agencies with border regulatory responsibilities 


We're committed at the Food and 
Drug Administration to continuing 
to foster the collaboration among 
other federal agencies and with the 
states to fully implement the shift 
to a prevention, intervention and 
response strategy. 

Andrew C. von Eschenbach. M.D. 

Commissioner, Food and Drug 
Administration 
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should develop and deliver cross-training, where necessary, to keep the 
agencies updated on current U.S. import requirements. 

Leads: DHS/CBP, USDA, HHS/ FDA, CPSC, EPA 
Time Frame: Short Term 

6.2 Develop a strategic plan lor rapid response to import-safety incidents. 

To implement an effective rapid response requires coordination 
among all the involved parties. This plan would identify the roles and 
responsibilities of the federal departments and agencies; include a 
communication plan with state and local governments, private industry, 
foreign governments, the media and others; and include a business 
resumption model, as applicable. 

Leads: DHS/CBP, USDA. HHS /FDA, CPSC, EPA 
Time Frame: Short Term 


6.3 Co-locate border olficiak from multiple agencies, when feasible, to enhance 
targeting and risk-management decisions on import safety. Border officials 
can work together more effectively when stationed at the same location. 
The federal government has co-located border officials in limited 
locations in the past, including CBP’s National Targeting Center (NTC),“ 
resulting in improved coordination and more effective operations. 

Leads: DHS/CBP, HHS/ FDA. USDA/FSIS, CPSC 

Time Frame: Long Term 

6.4 Exercise commissioning and cross-designation authority to leverage federal 
resources to prevent unsafe products from reaching consumers in the United 
States. Under this model, participating agencies would agree that one 
agency would act under the authority of the other to carry out select 
activities, such as audits and lab processing, dependent on capacity 
constraints. Commissioning is particularly helpful when one agency 
has staff at a location where the other does not. 

Leads: DHS/CBP, HHS /FDA, USDA/FSIS, CPSC 
Time Frame: Long Term 


Interoperability 

Recommendation 7 - Complete a Single- Window Interface for the Intra-agency, 
Interagency and Private Sector Exchange of Import Data. 

In Fiscal Year 2006, 31 .3 million entries were filed with CBP for import 
shipments. Today, interactions between the government and importing 
community frequently involve time-consuming, resource-intensive paper 
reporting. The Automated Commercial Environment (ACE), which is currently 


9 The NTC is a CBP facility where federal officials are co-located to enable better risk-assessment 
and targeting of imported cargo. 
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being developed, will provide an automated “single-window" system for 
processing the entry of import shipments.'” Information about imported 
commodities will be collected for all federal departments and agencies involved 
In the importing of goods. Through ACE, the importing community, C0P and 
other federal departments and agencies will exchange real-time data about 
products, compliance and revenue for each import transaction, The federal 
government would therefore base a decision to clear or reject an impart 
shipment for entry into the United States upon an immediate information 
exchange. This would facilitate cargo movements as well as 
more effective risk determinations and enforcement actions. 

The Safety and Accountability for Every (SAFE) Port 
Act of 2006 makes implementation of the single-window 
concept a mandatory requirement for federal departments 
and agencies with import and export responsibilities.’' 

Agencies that license, permit, or certify the importation of 
products into the United States must establish an electronic 
interface with CBP's ACE system as part of the International 
Trade Data System (ITDS) initiative. ITDS is developing 
a Standard Data Set (SOS) of data elements to be used in 
reporting international trade transactions, which will facilitate 
exchanging data among all parties involved with an import 
transaction including regulatory and enforcement agencies. 

7. 1 Require federal deparfmertfs and agencies by the end 
of 2009 to have the capabilily to exchange commercial 
data and, to Ihe extent allowable by law, communicate electronically with 
the importing community and other departments and agencies through ACE 
/ITDS. ACE / ITDS will permit Integration of import data collected 
by federal departments and agencies to facilitate 
decision-making on the safety of imports. As part 
of this action step, departments and agencies, in 
partnership with the importing community, should 
develop a coding system for imported products and 
participants in the import life cycle, as well as draft 
any regulations necessary for implementation. The 
coding system will provide greater specificity than 
currently provided under the Harmonized Tariff 
Schedule (HTS) and will, thus, help identify products 
more quickly and accurately. The necessary 
regulations will be issued by the participating 
departments and agencies with jurisdiction. 

Lead: DHS/ CBP and Treasury as executive agents 
Time Frame: Long Term 


10 Ttie Immediate Actions Memorandum (September 10, 2007) required that the implementation 
of ITDS be accelerated. (See Appendix B) 

1 1 The Act permits the Office of Management and Budget (OMB) to exempt certain s^enoes. 


ACE /ITDS Data 

In 2006, FSIS gained access to data from 
CBP's ACE. Since then, detection of 
illegally-entered meal and poultry products 
has increased 60-foid. These products have 
either been destroyed or relumed to FSIS 
for import re-inspectlon. In all, FSIS has 
prevented over 3.5 million pounds of illegal 
meat and poultry products from entering 
United States commerce. 


The success of the Food Safety 
and Inspection Service and other 
agencies has been the result of 
the extensive import information 
that's available electronically in 
both ITDS and ACE on imports and 
importers ... It is a tremendously 
powerful tool to give you the 
information you need in order to 
be able to assess the risk. 

Samuel Banks. 

Sandler & Travis Trade Advisory 
Services 
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7.2 Develop, as appropriate, within the Automated Targeting System (A TS), risk- 
based screening technologies to target high-risk products in a more effective 
way and facilitate the entry of low-risk products. Such technologies would 
use information available through ATS to facilitate risk determinations 
by federal department and agency officials, thereby expediting the entry 
of safe and secure products and allowing departments and agencies to 
better target their resources on high-risk products. 


We are finding that the ACE system 
data are allowing us more efficient 
collection and analysis of records 
of incoming consumer products 
and helping us identify likely 
shipments of violative products 
before they can be introduced into 
the stream of commerce. 

Nancy A. Nord 
Acting Chairman. U.S. Consumer 
Product Safety Commission 


Lead: DHS/CBP 
Time Frame: Long Term 

7.3 Develop an implementation plan for the integration of the 
Standard Establishment Data Service (SEDS) module into ACE/ 
ITDS. SEDS would create a centralized service to provide 
accurate intormation on the import supply chain. It would 
provide unique standard identifiers for establishments (to 
facilitate verification of involvement) and capture a minimal 
set of establishment violation data from Import transactions 
at the central source. 

Leads: DHS/CBP, USD A, HHS/FDA, EPA, Commerce 
Time Frame: Long Terni 


Information Gathering 

Recommendation 8 - Create an Interactive Import-Safety Information Network. 

Receipt of advance safety and security data regarding the product, the country 
of export, the manufacturer, the carrier and the importer prior to export of 
merchandise allows for a preliminary analysis of import-safety. Analysis of the 
data Is critical to making risk-based determinations on actions to be taken by 
border officials prior to loading shipments In the exporting country and while 
they are in transit to the United States. In many cases, making these decisions 
for further review and examination prior to arrival of the shipment can facilitate 
the clearance of legitimate trade at the time of arrival in the United States. 

For example, the Trade Act of 2002 requires carriers to provide limited data 
elements prior to loading shipments for export fo the United States. The Trade 
Act provisions apply to all modes of transportation. The 2006 SAFE Port Act 
allows CBP to collect additional information that is reasonable for security 
purposes prior to the loading of maritime cargo destined for export to the 
United States. 


8. 1 Expand upon existing public-private relationships to seek and share the 

importing community’s recommendations and best pracSces with other federal 
departments and agencies for impod safety and security purposes, and pro vide 
training in accessing this intormation. The Importing community has a great 
deal of information about the product life-cycle that would assist the 
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federal government in its enforcement and compliance actions. Use of 
this data could allow federal departments and agencies to make early 
determinations of Import risk based on data already being collected. 
Lead: DHS/CBP 
Time Frame: Short Term 

8.2 Identify whether additional informatbn is necessary to enhance import safety 
as allowed for under the SAFE Port Act. After gaining experience with 
information gathered under the SAFE Port Act, the federal government, 
working with the importing community, may conciude that access 

to additional security information is necessary to make admissibility 
determinations bas^ on risk. 

Lead: DHS/CBP 
Time Frame: Long Tenn 

8.3 Seek legislation that would provide CBP authority to extend reporting 
requirements lor maritime shipments under the SAFE Port Act to all modes 
of transportation. This would allow CBP to require both importers and 
carriers to submit additional Information pertaining to cargo before the 
cargo is brought into the United States. The information would improve 
the ability of CBP to identify and target high-risk shipments in order to 
prevent smuggling and ensure cargo safety and security. CBP would 
exercise this authority through notice and comment rulemaking. 

Lead: DHS/CBP 
Time Frame: Short Term 

8.4 Develop a privale-sector import-safety interactive information exchange 
process. The Department of Homeland Security (DHS) would work with 
the importing community to address a means for the private sector to 
report critical import-safety information in a timely manner at one virtual 
location through existing information-sharing systems. DHS would also 
use this means to share Information with the private sector. 

Lead: DHS 

Time Frame: Short Term 

New Science 

Recommendation 9 - Expand Laboratory Capacity and Develop Rapid Test 
Methods for Swift identlftcation of Hazards. 

Advancement in the discovery, development and application of science and 
technology to detect problems in imported products more rapidly is essential 
for effective intervention strategies. Through research to develop more and 
better detection tools and to improve the reliability of existing tools, the federal 
government and the private sector can detect contaminants and defects 
more quickly and accurately. These tools could include real-time diagnostic 
Instruments and methodologies that allow for rapid, on-site analysis of a 
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particular product, especially those that are high-risk. For example, technology 
that wouid allow rapid detection of a contaminant could be expanded to cover 
food types such as produce and dairy products, reducing analysis time from 
days to minutes and improving the accuracy of test results. New tools wouid 
also be developed to identify additionai pathogens. Increasing the speed at 
which federal departments and agencies can detect problems will allow those 
departments and agencies to take more rapid action, including expediting 
import entry review decisions and providing critical health information to the 
public when a problem is identified with a product in commerce. 


Laboratory capacity is critical to rapid response to product emergendes. For 
example, Food Emergency Response Network 
(FERN) is a nationwide network made up of more 
^ than 130 federal, state and local public health 
; laboratories that support emergency-response 
activities related to food defense and food safety. 

; FERN also provides training to member laboratories 
: to use new testing methods and provides funding 
‘ of selected state laboratories through cooperative 
f agreements. 

f Another example is the Electronic Laboratory 
! Exchange Network (eLEXNET). eLEXNET is a 
i seamless, integrated, secure network that allows 
I multiple federal, state and local government agencies 
^ engaged in food safety activities to compare, 
communicate and coordinate findings in laboratory 
analyses by using Information technology tools. The system enables U.S. 
health offidals to assess risks, analyze trends and identify problem products. It 
provides the necessary infrastructure for an early-warning system that identifies 
potentially hazardous foods and enhances the effectiveness of federal-state 
collaboration. 


Support from the SciMitifIc Community 

During the recent event involving melamine 
contamination of imported giuten-vegetabie 
protein, the National Center for Food 
Protection and Defense (NCFPD) provided 
subject matter expertise and real-time 
data analysis to a^ist federal agencies in 
responding. NCFPD also developed a case 
study including lessons learned and key 
unknowns, conducted a rapid assessment 
of imported food risks, and initiated a 
joint research project on imported food 
vulnerabilities and soiutions with FDA and 
FSIS. 


Ongoing efforts to enhance import safety will 
benefit from current and future contributions 
from the academic community. In addition 
to the obvious role of educating and tr^ning 
the next generation of professionals and 
experts, academia is an important resource 
for innovating new solutions for import safety. 
For example, subject matter experts frcwn 
the academic community provided advice, 
incident monitoring, event assessm^t and 
the capturing of lessons learned during 
several recent food and agriculture sector 
incidents, such as the contamination of pet 
food with melamine and the recent foot-and- 
mouth disease outbreak in the United l^ngdom. 


Because freedom from risk 
cannot be ensured nor can safety 
be inspected into products, we 
agree that the private sector has 
a leading role in strengthening 
the safety of Imports by building 
safety into food products. 

John D. Floros, Ph.D. 

Institute of Food Technologists 
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Basic researt:h In new technologies, strategies and tools Is a natural 
contribution to import safety from the academic community. Several academic 
centers are assisting in developing food and agriculture disease and product 
contamination monitoring tools as well as training tools and programs. The 
efforts of the academic community in developing new approaches for risk 
communication and supply chain resiliency can be most effectively tested 
and further refined via engagement with government. Multiple federal and 
state agencies, as well as the private sector, already partner with and support 
research in the academic community. 



9. 1 Enhance field laboratory capacity for testing and worir collaboratively with 
the public and private sectors to develop analytical tools lor enhanced rapid 
screening of larger volumes of import samples. This will allow the federal 
government to detect risks and take actions to remove problem 
products from commerce more quickly and effectively. 

Leads: DHS/CBP, USDA/FSIS, HHS/FDA, CPSC 
Time Frame: Long Term 

9.2 Increase the capacity and capability of FERN laboratories by developing 
and validating methods to increase the number of chemical, radiological 
and microbial threat agents that can be rapidly detected in load as well as 
broadening the reach of the methods to allow foreign laboratories to provide 
information. Ensuring adequate capacity and capability of FERN 
provides a strong surge capacity that is independent of FDA, USDA and 
EPA laboratory operations. 

Lead: HHS/FDA, USDA/FSIS 
Time Frame: Long Term 

9.3 Develop rapid test methods for pathogens and other contaminants to ensure 
that test results are quickly available at ports-of-entry lor determining whether 
or not a product should be admitted into the United States. 

Leads: HHS/FDA, USDA 
Time Frame: Long Term 

9.4 Increase the quantity and quality of data submitted by participating laboratories 
to eLEXNET. FDA would create an automatic data exchange, 

which would increase the quantity of samples and/or analytes (the 
components of laboratory tests) a laboratory is able to submit, increase 
the frequency and timeliness of data submission and ensure a better 
degree of data integrity as compared to manual data entry. This action 
would enhance the effectiveness of federal and state laboratory-testing 
capabilities to protect American consumers. 

Lead: HHS/FDA, USDA/FSIS 
Time Frame: Long Term 
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Intellectual Property Protection 

Recommendation 10- Strengthen Protection of Intellectual Property Rights (IPR) 
to Enhance Consumer Safety. 

strong IPR enforcement is essential to the protection of public health and 
safety. Counterfeit trademarked goods purporting to be made and marketed 
by someone other than the owner of the mark not only pose a threat to public 
safety, but undermine confidence in the quality of brand name products. These 
illegal activities also result in billions of dollars of lost revenue, investment, 
future sales and growth opportunities and harm legitimate businesses and 
workers who play pivotal roles in creating, manufacturing, distributing and 
selling genuine and safe products. The public and private sectors must work 
in concert to identify Infringing and potentially unsafe goods and prevent them 
from entering the domestic marketplace. 


Patents protect the design, formulae and content of a wide 
variety of manufactured products, consumer goods and 
pharmaceuticals. Trademarks protect the brand name 
of knovm and trusted companies so that consumers can 
be sure they are getting the same quality product that 
they expect to obtain under that mark. When patents 
are infringed, consumers suffer because infringers 
create disincentives to the invention of new products and 
processes. Patent infringement may be accompanied by 
counterfeiting and trademark infringement. When look- 
alike knock-off and counterfeit products violate trademarks, 
consumers cannot be certain of the quality or origin of the 
knock-off product. In addition, because infringing products 
are often substandard In quality, they can harm consumers 
in myriad ways and pose serious health and safety risks. For example, a 
counterfeit drug may have too little, too much or no active ingredient or contain 
a toxic contaminant, possibly putting consumers at risk for serious adverse 
events or worsened health from ineffective treatment of their underlying 
medical condition. 


If a container is packed with 
counterfeit goods, there is 
surely a higher likelihood 
than average that the 
goods in that container are 
dangerous in some way. 

David Spooner 
Assistant Secretary for 
Import Administration 
Department of Commerce 


1 0, 1 Focus the work of the interagency Strategy Targeting Organized Piracy 
(STOP) and the United States government-private sector Coaiition against 
Counterfeiting and Piracy Initiative on import-safety issues. STOP focuses 
on empowering American innovators to protect better their rights at 
home and abroad, increasing efforts to seize counterfeit goods at 
U.S. borders, pursuing criminal enterprises involved in piracy and 
counterfeiting, working closely and creatively with U.S. Industry 
and aggressively engaging trading partners to join U.S. efforts. 
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The Coalition Against Counterfeiting and Piracy encourages close 
cooperation between the public and private sectors to effectively secure 
supply chains and protect consumers and rights holders. 

Lead: Department of Commerce 
Time Frame: Short Term 

1 0.2 Expand information-sharing atrout counterfeit and other goods that infringe 
tPR among retevant U.S. departments and agendas to identity and target 
products, manufacturers and distributors with potential safety violations. The 
International Intellectual Property Enforcement 
Coordinator, housed at the Department of 
Commerce, Is responsible for disseminating 
information and coordinating actions on IPR 
among federal departments and agencies, 
primarily Commerce, DOJ, USTR, DHS and 
State. With a new emphasis on ensuring import 
safety, the Coordinator should extend its outreach 
and coordination activities to include agencies 
responsible for import-safety inspections, such 
as FDA, CPSC and USDA. In addition, with the anticipated Increase 
In private entity certifiers for U.S. safety requirements, it is essential 
to enhance interagency IPR coordination to Include these Inspecting 
agencies. 

Lead: Department of Commerce 
Time Frame: Short Term 



Safety and Intellectual Property 

It Is critical that the federal government 
continue to work with trading partners to 
Improve the protection and enforcement 
of intellectual property rights because 
counteiteit products can pose significant 
safety risks. 


10.3 Encourage companies that have registered trade- 
marks with the U.S. Patent and Trademark Office 
(USPTO) to record their registrations with CBP. In- 
dustries must record their trademarks with CBP 
to enable CBP to identify, seize and destroy 
infringing and potentially unsafe goods. 

Lead: Department of Commerce 
Time Frame: Short Term 


The end goal must be to create 
the necessary mechanisms that 
will allow risk assessment and 
risk management professionals to 
actively engage with manufacturers 
and importers in assessing and 
reducing risks along their supply 
chains. 

SuiMing (Tomi) Hong 
AmeriSci Group 
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Response 

In the event that an unsafe import does make its way into the domestic stream 
of commerce and may or does injure consumers or animals, swift actions must 
be taken to limit potential exposure and harm. 

Recall 


Recommendation 11- Maximize the Effectiveness of Product Recalls. 

The recall process is the principal tool in the arsenal of response mechanisms 
to protect consumers from exposure to hazardous products whether the 
products are domestic or imported. Generally, the manufacturer, distributor, 
Importer or retailer initiates a product recall with the cooperation of the 
appropriate government agency (e.g., FDA for most foods and CPSC for 
consumer goods). 

11.1 Amend the CPSA to make it untawful for any manufacturer, distributor or 
retaiier to seii a recaiied product knowingiy and wiiifutly after the date ofpubtic 
announcement of the recalt. Under the CPSA, it is currently legal for 
such entitles to sell a recalled product (other than a product that fails 
to comply with a mandatory standard or ban) even after the public 
announcement of the recall. Amending the CPSA will create proper 
Incentives for retailers and distributors to halt sales of recalled products 
as quickly as possible. 

Lead: CPSC 

Time Frame: Short Term 

11.2 Authorize fotlow-up recait authority tor CPSC. If, after public notice of a 
voluntary recall, it later comes to the attention of the Commission that 
products subject to the voluntary recall remain widely available on the 
market, this provision would allow the agency to act quickly to issue an 
Identical follow-up recall notice without having to consult again with the 
subject firm. This authority would be particularly helpful in instances of 
high-volume recalls in which one announcement may prove inadequate 
to inform the public. 

Lead: CPSC 

Time Frame: Short Term 

11.3 Authorize CPSC to require ait recalting firms to provide the name and address 
of companies that suppked or received the recaiied product. Although 
maintaining thorough and accurate information about product suppliers, 
manufacturers and distributors is widely viewed as an industry best 
practice, not all firms maintain such information. Others do not disclose 
it to the Commission in the event of a recall. With proper authority, the 
CPSC could require every recalling entity to provide the agency with 
detailed contact information for all relevant parties across the life cycle 
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of the recalled product. Granting the CPSC authority to compel such 
information in times of recall creates an incentive for firms to adopt 
strong record-keeping practices as a matter of standard business 
operations. 

Lead: CPSC 

Time Frame: Short Term 

11.4 Authorize FDA to issue a mandatory recall of food products ivhen voluntary 
recalls are not effective. Currently, FDA lacks the authority to require the 
recall of food, including food it reasonably believes is adulterated and 
presents a threat of serious adverse health consequences or death. 
Although market Incentives have made the voluntary recall system 
generally effective, providing mandatory recall authority to FDA when 
the voluntary system is not successful would ensure that the agency 
has the ability to compel action in those instances when firms have 
refused or unduly delayed a voluntary recall of food. The authority 
would provide for appropriate due process rights for any firm subject to 
a recall order. 

Lead: HHS/FDA 
Time Frame: Shortterm 



Federal-State Rapid Response 

Recommendation 12 - Maximize FederaFState Collaboration. 

The roles of and the resources used by the federal government and the states 
in import safety are complementary. States possess legislative authority and 
resources to respond to unsafe Imported products within their Jurisdiction. 

The federal government can take steps to Interdict 
unsafe Imported goods at ports-of-entry. Should an 
unsafe product enter domestic commerce, federal 
departments and agencies often work with state 
authorities to track it down, seize it, notify the public 
If it has already been purchased by consumers and 
impose appropriate penalties on domestic entities who 
violate U.S. law. Also, both the federal government 
and states may have access to information relevant to 
protecting consumers that the other does not possess. 

For example, federal departments and agencies may 
have relevant Information about the foreign source 
of the imported product and about the importer. This 
information can help state officials track down an urrsafe 
imported product within their Jurisdiction. On the other hand, state officials may 
identify an unsafe imported product during transport or at the point-of-sale, If 
the product does get into the country, and can tip off federal officials to prevent 
future shipments from entering domestic commerce. 


To achieve comprehensive 
coordination, state and local 
governments also have a vital role 
and must be fully integrated into 
overall national efforts. 

Hallock Northcott, 
American Association of Exporters 
and Importers 
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Several federal departments and agencies already collaborate closely with 
state authorities to protect consumers. For example, FDA has contracts and 
cooperative agreements with state governments to share information, conduct 
joint inspections and collaborate on laboratory analyses. Greater mutual 
leveraging of state and federal resources can further enhance consumer 
protection. 


12. 1 Consider cooperative agreements between the federal inspection agencies and 
their state counterparts for greater informatm-sharing. Such cooperative 
agreements would not infringe on the statutory authorities of federal 
or state regulators and would encourage a coordinated effort that 
would result in a more rapid and effective response. Establishing clear 
procedures and points-of-contact for information sharing and joint 
enforcement efforts can further enhance the effectiveness of federal- 
state actions to limit exposure and potential harm to consumers if an 
unsafe Imported product makes it Into domestic commerce. 

Leads: HHS/FDA, USDA, CPSC, EPA 
Time Frame: Long Term 


12.2 Review admissibility policies to improve the use of evidence and laboratory 
results from state investigations of imported products. Currently, there are 
limitations on the use of state-developed evidence in federal court 
cases due to the gathering, analysis and retention of such evidence 
by non-federal government entities. Being able to use this evidence 
would make it easier for federal departments and agencies to take 
enforcement actions against bad actors. 

Leads: DOJ, HHS/FDA, USDA, CPSC 
Time Frame: Short Term 


Technology 

Technological advancements can help industry, as well as federal and state 
governments, more effectively respond to safety incidents involving imports. 

Recommendation 13 - Expedite Consumer Notification of Product Recalls. 

After a manufacturer has recalled an Imported product because of safety 
concerns, it is essential for consumers to receive notification of the recall as 
quickly as possible. While government and industry work largely in cooperation 
to enact product recalls, the emergence of new technologies may permit an 
even more rapid and efficient response. 

13. 1 Develop best practices lor the use of technologies to expedite consumer 
notitication of recalls. With advances in product-tracking technologies, 
such as integrated circuit cards (Smart Cards) and Radio Frequency 
Identification (RFID), retailers are increasingly capable of learning 
and anticipating their customers' preferences, both as individuals and 
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cohorts. Information collected at the point-of-sale, provided voluntarily 
by consumers In exchange for product discounts and other benefits, 
has significant potential In the realm of product safety. For example, 
consumers who voluntarily share their personal contact information 
with a retailer (email address, telephone number, etc.) also can agree 
to receive instant recall notification from the seller regarding any of the 
products they recently purchased at that store. To the extent that the 
private sector can leverage the use of Smart Cards, RFID and other 
technologies to expedite consumer notification of emerging or existing 
product hazards while adequately protecting consumer privacy, the 
government should support such efforts. 

Leads: USDA, HHS/FDA, CPSC 
Time Frame: Long Term 



Track-and-TVace 

Recommettdaflon 14 - Expand the Use of Electronic 
Track-and-Trace Technologies. 

Traceability Is the capacity to identify and track 
a product or group of products along the import 
life cycle, including at all points throughout 
the sourcing, manufacturing and distribution 
chain. The ability to identify the product source 
and points of distribution across the import life 
cycle is of prime importance for the protection of 
consumers, particularly in the event of a product 
recall. If unsafe imports are discovered, effective traceability mechanisms 
can facilitate timely product recovery and reduce the opportunity for harm to 
occur. Additionally, the capacity to connect the dots and link import life cycle 
information back to the point of origin enables both government and private- 
sector actors to provide consumers with targeted and accurate information 
concerning Implicated products. Traceability is also an effective preventive tool 
in that post-recall information and feedback can be processed to identify and 
address weaknesses across the import life cycle. 


To be effective, tracking requirements 
must apply at all points along the 
production continuum, from point of 
origin to retail sale, and consumers 
should be given clear information to 
use to identify recalled products in their 
home. 

Caroline Smith DeWaal. 

Center for Science in the Public Interest 


14. 1 Work with foreign and domestic industry to encourage the development of best 
practices for the use of electronic track-and-trace technologies. 

Leads: USDA, HHS/FDA, CPSC, DOT 
Time Frame: Long Term 
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Conclusion 

This Action Plan creates a roadmap for short-term and long-term improvements 
in the safety of imported products. The Working Group sets forth 1 4 
recommendations and 50 action steps that are based on the organizing 
principles and building blocks identified in the Strategic Framework released 
on September 10, 2007. In addition, at the same time as the release of the 
Strategic Framework, the Working Group outlined Immediate Actions to be 
taken by federal departments and agencies to effect meaningful change. 
Together, the Strategic Framework and this Action Plan provide a national 
strategy for continually Improving the safety of imported products. 

Key action steps, which provide the pathway for implementing these 
recommendations, have each been assigned to lead entities that will be 
responsible for implementing this Action Plan. 

Implementation of the recommendations will require resources, including 
reallocation of existing resources, as well as trade-offs, to fund these priorities. 
Additionally, it will require expanded authorities, greater coordination among 
federal departments and agencies, Improved accountability for industry, 
increased foreign capacity building, greater information-sharing, partnerships 
with the private sector and the application of new science, to name just some 
of the activities the federal government must place priority on In coming years. 
Implementation will also require a collaborative approach by all participants in 
the import safety life cycle. By doing so, American consumers will be able to 
continue to enjoy the benefits of the global economy with confidence. 
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The recommendations in this Action Plan create a path for the United States 
to complete the shift from an Intervention approach to a prevention with 
verification, risk-based approach that builds safety into the products that 
reach U.S. consumers. This shift In emphasis can occur by following these 
recommendations: 

1. Safety Standards: Create new and strengthen existing safety standards. 

2. Cerdficatlon: Verify compliance of foreign producers with U.S. safety and security 
standards through certification. 

3. Good Importer Practices: Promote Good Importer Practices. 

4. Penalties: Strengthen penalties and take strong enforcement actions to ensure 
accountability. 

5. Foreign Collaboration and Capacity Building: Make product safety an important 
principle of our diplomatic relationships with foreign countries and increase the profile 
of relevant foreign assistance activities. 

6. Common Mission; Harmonize federal government procedures and requirements for 
processing import shipments. 

7. interoperability: Complete a single-window interface for the intra-agency, 
interagency and private-sector exchange of import data. 

8. Infcvmation Gathering: Create an interactive import-safety Information network. 

9. New Science: Expand laboratory capacity and de^^lop rapid test methods for swift 
identification of hazards. 

10. Inteliectuai Property Protection: Strengthen protection of intellectual property rights 
(IPR) to enhance consumer safety. 

11. Recall: Maximize the effectiveness of product recalls. 

12. Federal-State Rapid Response: Maximize federal-state collaboration. 

13. Technology: Expedite consumer notification of product recalls. 

14. Track-and-Trace: Expand the use of electronic track-and-trace technologies. 
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Appendix A: Executive Order 


Executive Order: Establishing An interagency Working Group on Import 
Safety 

By the authority vested in me as President by the Constitution and the laws of 
the United States of America, and to ensure that the executive branch takes 
all appropriate steps to promote the safety of imported products, it is hereby 
ordered as follows; 


Section 1 . Establishment of Interagency Working Group on Import Safety. 

The Secretary of Health and Human Services shall establish within the 
Department of Health and Human Services for administrative purposes only 
an Interagency Working Group on Import Safety (Working Group). 

Sec. 2. Membership and Operation of Working Group. 

(a) The Working Group shall consist exclusively of the following members, or 
their designees who shall be officers of the U.S. appointed by the President or 
members of the Senior Executive Service: 


(i) the Secretary of Health and Human Services, who shall serve as Chair; 
(li) the Secretary of State; 

(iii) the Secretary of the Treasury; 

(iv) the Attorney General; 

(v) the Secretary of Agriculture: 

(vl) the Secretary of Commerce; 

(vii) the Secretary of Transportation; 

(viii) the Secretary of Homeland Security; 

(ix) the Director of the Office of Management and Budget; 

(x) the United States Trade Representative: 

(xi) the Administrator of the Environmental Protection Agency; 

(xii) the Chairman of the Consumer Product Safety Commission; and 
(xiii) other officers or full-time or permanent part-time employees of the 

United States, as determined by the Chair, with the concurrence of the 
head of the department or agency concerned. 

(b) The Chair shall convene and preside at meetings of the Working Group, 
determine its agenda, and direct its work. The Chair may establish and direct 
subgroups of the Working Group, as appropriate to deal with particular subject 
matters, that shall consist exclusively of members of the Working Group. The 
Chair shall designate an officer or employee of the Department of Health and 
Human Services to serve as the Executive Secretary of the Working Group. 
The Executive Secretary shall head any staff assigned to the Working Group 
and any subgroups thereof, and such staff shall consist exclusively of full-time 
or permanent part-time Federal employees. 

Sec. 3. Mission of Working Group. The mission of the Working Group shall 
be to identify actions and appropriate steps that can be pursued, within 
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existing resources, to promote the safety of Imported products, including the 
following: 

(a) reviewing or assessing current procedures and methods aimed at 
ensuring the safety of products exported to the United States, including 
reviewing existing cooperation with foreign governments, foreign 
manufacturers, and others in the exporting country's private sector 
regarding their inspection and certification of exported goods and factories 
producing exported goods and considering whether additional Initiatives 
should be undertaken with respect to exporting countries or companies; 

(b) identifying potential means to promote all appropriate steps by U.S. 
importers to enhance the safety of imported products, including identifying 
best practices by U.S. importers In selection of foreign manufacturers, 
inspecting manufacturing facilities, inspecting goods produced on their behalf 
either before export or before distribution in the United States, identifying 
origin of products, and safeguarding the supply chain; and 

(c) surveying authorities and practices of Federal, State, and local 
government agencies regarding the safety of imports to identify best practices 
and enhance coordination among agencies. 

Sec. 4. Administration of Working Group. The Chair shall, to the extent 
permitted by law, provide administrative support and funding for the Working 
Group, 

Sec. 5. Recommendations of Working Group. The Working Group shall 
provide recommendations to the President, through the Assistant to the 
President for Economic Policy, on the matters set forth in section 3 within 60 
days of the date of this order, unless the Chair determines that an extension is 
necessary. The Working Group may take other actions it considers appropriate 
to promote the safety of imported products 

Sec, 6. Termination of Working Group. Following consultation with the 
Assistant to the President for Economic Policy, the Chair shall terminate the 
Working Group upon the completion of its duties. 

Sec. 7. General Provisions. 

(a) Nothing in this order shall be construed to Impair or otherwise affect (i) 
authority granted by law to a department, agency, or the head thereof, or (ii) 
functions of the Director of the Office of Management and Budget relating to 
budget, administrative, or legislative proposals. 

(b) This order shall be Implemented consistent with applicable law and 
subject to the availability of appropn'ations. 

(c) This order is not intended to, and does not, create any right, benefit, or 
privilege, substantive or procedural, enforceable at law or in equity, by any 
party against the United States, its departments, agencies, or entities, its 
officers, employees, or agents, or any other person. 

GEORGE W. BUSH 
THE WHITE HOUSE, 

July 18, 2007. 
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September 10, 2007 


THE 8XCRCTARV OF HEALTH AHD HUMAN SERVICES 
WASHWaTOH, B.C. ZOfl 


September 10, 2007 

The President 
The White House 
Washington, D.C. 20500 

Re: InteragCTCV Workinc Gtpud on Import Safety 

Dear Mr. President: 

On behalf of the Interagoicy WoHung Group on Import Safety and in accordance with 
Executive Order 13439, lam pleased to sul^tthis reporU Protecting American 
Consumers Every Step of the Way: A Strategic Framewrkfor Continual Improvement in 
Import Safety. 

Accompanying this report is a listing of Immediate Actions that the Working Group 
recommend that the Federal government implement without delay to protect Amoican 
consumers. These recommendations will be followed by an Action Plan in mid* 
Nov<miber 2007, which will set out a roadmap wifo short- and long-term 
recommendations for improving import safety. 

I want you to know of my appreciation for die assistance of all of your designees in this 
process. Their contributions have bem exceptional. 

As a Working Group, we provide the Strategic Framework and Immediate Actions with a 
belief that diese changes will make the most effective use of our resources and provide 
die greatest protection to American consumers over the long term. 

Thank you for the opportunity to serve. 

Sincerely, ' 

Michael u. Leavitt 

Secretary, D^iartment of Healdi and Human Services 
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Listing of Immediate Actions 

1 . Improve collaboration and Information sharing with the private 
sector to improve the safety of imports. 

A wide range of products that could potentially threaten the health 
and safety of U.S. consumers are Imported every day. Due to the vast 
volume of Imported products, it is impossible to ensure safety simply 
by Increasing government Inspections. Rather, engagement with the 
importing community must be enhanced to gain insights from the 
owners and operators of the commercial import Infrastructure through 
which all imported products reach American consumers, and to share 
best practices among this community. 

To conduct this outreach and improve collaboration with the importing 
community, the agencies should expand on existing public-private 
relationships, such as COAC (Commercial Operations Advisory 
Committee), TSN (Trade Support Network), F&ASCC (Food and 
Agriculture Sector Coordinating Council), ITACs and ATACs (Industrial 
Trade and Agricultural Trade Advisory Committees), and other groups, 
to seek and share the importing community's recommendations and 
best practices with the objective of enhancing import safety and 
promoting comprehensive supply chain verification. 

Recommendations for Implementation of this action will be included in 
the Working Group’s forthcoming Action Plan. 

2. Interoperability Acceleration - Instruct Executive Agencies to 
Complete Their Identification of Technical, Business and Legal 
Requirements for Operating Within the Automated Commercial 
Environment/International Trade Data System. 

The Security and Accountability for Every ("SAFE”) Port Act of 2006 
requires all Federal agencies that license, permit, or certify imported 
products to participate in the International Trade Data System (ITDS), a 
"single-window” system for reporting Imports and exports electronically. 
ITDS will operate as a feature of U.S. Customs and Border Protection’s 
(CBP) trade data processing system called the Automated Commercial 
Environment (ACE), which is currently under development. Functional 
capabilities within ACE are being implemented in stages, with full 
operability expected in 2009. Currently, 34 Federal agencies, referred to 
as Participating Government Agencies (PGAs), are at varying stages in 
integrating into ITDS. 

In order to accelerate implementation of ITDS, the Office of 
Management and Budget should issue a directive to PGAs requiring 
that within 60 days of the directive they establish or refine their 
Implementation Plan setting deadlines for developing, reviewing 
and finalizing conceptual operating plans (Concept of Operations), 



www.importsafety.gov 



289 


Action Plan for Import Safety: 

A roadmap for continual improvement 



memoranda of understanding for the ITDS interface, and a set of 
technical and business requirements for identifying any program and 
system modifications needed to support the interface. This would 
include considerations for the budget process. OMB should give special 
priority to import safety agencies for this task in the budget process 

Further, in order to accelerate implementation of ITDS, the Office 
of Management and Budget should direct that CBP, within 60 days, 
establish or refine Its Implementation Plan setting deadlines to: 

• Include information currently refjorted by importers and carriers to 
CBP in the ACE Data Warehouse, where it can be accessed by other 
agencies. 

• Advise other agencies with an import safety mlss'ion how they can 
take full advantage of current fTDS capabilities and deepen their 
engagement in ITDS development 

• Implement World Customs Organization Data Model messages (new 
International International standard for customs reporting), which 
could provide a platform for electronic reporting of health and safety 
information in advance of the cument ITDS production schedule. 


In addition, all PGAs are instructed to: 

• Within their fiscal year 2009 budget submissions, identify the 
budgetary resources needed to support the ACE/ITDS interface. 
Within 60 days, designate a senior executive responsible for 
implementing the ACE/ITDS interface. 

Within 60 days, designate a senior executive responsible for 
implementing the ACE/ITDS interface. 

Participating Government Agencies (PGAs) 

• AMS - Agricultural Marketing Service (Agriculture)* 

■ APHIS - Animal and Plant Health Inspection Service (Agriculture)* 

• ATF - Bureau of Alcohol, Tobacco, Rrearms and Explosives 
(Justice)* 

• BIS - Bureau of Industry and Security (Commerce) 

■ BLS - Bureau of Labor Statistics (Labor) 

• BTS - Bureau of Transportation Statistics (Transportation) 

• CDC- Center for Disease Control (Health and Human Services)* 

• Census - U.S. Census Bureau (Commerce) 

• CPSC - Consumer Product Safety Commission* 

• DEA-Drug Enforcement Administration (Justice)* 

• EPA - Environmental Protection Agency* 

• FAA- Federal Aviation Administration (Transportation)* 

■ FAS - Foreign Agricultural Services (Agriculture) 

• FCC - Federal Communications Commission* 

• FDA - Food and Drug Administration (Health and Human Services)* 
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• FMC - Federal Maritime Commission 

• FMCSA - Federal Motor Carrier Safety Administration 
(Transportation)* 

• FSIS - Food Safety and Inspection Service (Agriculture)* 

• FTZB - Foreign Trade Zones Board (Commerce) 

• FWS - Fish and Wildlife Service (Interior)* 

• GIPSA- Grain Inspection, Packers and Stockyards Administration 
(AgricuKure) 

■ lA - International Trade Administration-Import Administration 

• (Commerce) 

• IFIS - Internal Flevenue Service (Treasury) 

• ITC - International Trade Commission 

• MARAD - Maritime Administration (Transportation) 

• NHTSA- National Highway Traffic Safety Administration 
(Transportation)* 

• NMFS - National Oceanic Atmospheric Administration / National 
Marine Fisheries Service, Office for Law Enforcement (Commerce)* 

• NFIC - Nuclear Regulatory Commission* 

• OFAC - Office of Foreign Assets Control (Treasury) 

• OFE - Office of Fossil Energy (Energy) 

• OFM - Office of Foreign Missions (State) 

■ State - Logistics Management (State) 

• TTB - Alcohol and Tobacco Tax and Trade Bureau (Treasury)* 

• USACE - Army Corps of Engineers (Defense) 



*Agencles designated by the Board of ITDS as import safety agencies 
due to their roles in licensing, certifying, and permitting import shipments. 


3. Global Collaboration - Instruct agencies to develop and Increase 
International cooperation and collaboration. 


The Department of State (State) has contacted host governments in 
39 countries that are top exporters of food and consumer products to 
the United States to seek information on how various countries handle 
import safety issues. In the coming weeks. State, the Office of the 
United States Trade Representative (USTR), and other interested 
agencies will analyze the responses to these inquiries and meet to 
determine appropriate next steps. 

As part of these next steps. State and USTR should coordinate with 
other Working Group members to determine whether appropriate 
international and regional organizations could be helpful In hosting 
international conferences or other actions to promote product safety, 
in order to generate high-level global attention to a worldwide problem. 
Such events could provide a forum to exchange information on effective 
product safety practices, identify opportunities for regulatory capacity 
building, and promote science-based regulation, consistent with U.S. 
law and our International obligations 
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Recommendations for implementation of this action will be included in 
the Working Group’s forthcoming Action Plan. 

4. Agreements with Foreign Governments - Instruct agencies to 
catalog on-going and planned import safety-related agreements 
(bilateral and multilateral) with foreign governments. In addition, 
require agencies to meet within 45 days and then on a regular 
basis to discuss negotiations underway or that are anticipated and 
share lessons learned. 

Various LI.S. government agencies work with foreign governments 
to conclude and implement bilateral and multilateral agreements to 
improve import safety. In many cases, the agency that has expertise in 
a particular facet of import safety takes the lead in the negotiations. The 
resulting agreements, however, may affect the Jurisdiction, operations, 
and resources of other agencies. Therefore, coordination among all the 
relevant agencies Is necessary to ensure that all such agreements are 
as effective as possible and can be fully implemented. 

Currently, coordination procedures vary depending on the nature of 
the agreement. Despite the various existing means for coordination, 
interagency work on import safety negotiations with foreign 
governments can be Improved. In particular, efforts should be made 
to increase Interagency awareness of agencies’ ongoing and planned 
discussions with foreign governments regarding import safety 
agreements. In addition, the current coordination processes should be 
modified to provide a forum for agencies to share successful strategies 
and approaches with other agencies that could benefit from their 
experiences. Earlier arxi improved coordination will help ensure that 
agreements fully benefit from relevant agencies' experiences, avoid 
duplicative or counterproductive efforts, and generally improve the 
negotiating position of the U.S. government. 

To this end, as an Immediate action, agencies should be required to 
catalog ongoing and planned discussions with foreign governments 
regarding import safety. Until the Action Plan is issued, the Department 
of Commerce should host regular advisory meetings for these agencies 
to share information about their efforts, experiences and concerns. 

This process is not a review and would in no way supplant or delay 
the TPSC and C-175 processes, or any other on-going relevant inter- 
agency process. International cooperation regarding law enforcement 
or other similar activities would not be subject to these meetings. 
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Appendix C: Recent Actions and Current Plans to Protect 
American Consumers 

As directed by the President, all departments and agencies have been 
reviewing and assessing current procedures, authorities, outreach efforts and 
international cooperation initiatives to enhance the safety of imported products. 
They have met with foreign governments, foreign manufacturers and others 
in the exporting country's private sector, as well as with producers, importers, 
retailers, trade associations, consumer groups and others in the U.S. importing 
community. 

Based on these reviews and meetings, the departments and agencies have 
already taken numerous actions to protect American consumers. Many more 
initiatives to enhance the safety of imported products are underway and will be 
completed in the coming months. This appendix summarizes significant recent 
accomplishments and Important actions that will be completed wHhin the first 
200 days of issuing this Action Plan. 

The actions are structured according to the organizing principles from the 
Strategic Framework and the recommendations includ^ in this Action Plan. 

Prevention with Verification 

Safety Standards 

■ Food Protection Plan. FDA has developed a Food Protection 
Plan that addresses both food safety and food defense for domestic 
and Imported products, including food protection from production to 
consumption. The Plan will be phased in over the coming months 
and Is integrated with the Administration’s Import Safety Strategic 
Framework and Action Plan. 



Certification 

• NOAA Seafood Inspection Program. As of October 24, 2007, 
the Department of Commerce's National Oceanic and Atmospheric 
Administration (NOAA) Seafood Inspection Program has inspected 
and certified seven seafood processing plants in China and has 
plans to inspect another 12 plants. There are a number of other 
plants in the queue to be inspected. 

■ Improved Compliance with Toxic Substance Control Standards. 

EPA's Office of Prevention, Pesticides and Toxic Substances has 
been developing a Toxic Substance Control Act (TSCA) “Section 13 
Import Compliance Checklisf as a compliance assistance tool to help 
chemical importers and government inspectors belter understand 
import certification requirements. When finalized, the Checklist will 
be posted on various Web sites and disseminated in other ways. 
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■ Seafood Inspectors Stationed In Other Asian Countries. NOAA 
is in the process of stationing an inspector full time in Hong Kong 
and has plans to put inspectors in other countries that export large 
volumes of seafood to the United States. 

• New Zealand Meat Certification. USDA’s Food Safety and 
Inspection Service (FSIS) began reprogramming its import inspection 
data system to enable an electronic data transfer of certifications 

for meat export shipments from New Zealand. This will constitute 
verification that importers have presented New Zealand import 
shipments for FSIS Inspection as required by law. Full electronic 
certificate exchange capability is expected to be operational by the 
end of 2007 and will be extended to include Australia and Canada 
during 2008. 

• Accreditation of Private Labs. FDA will issue guidance by 
mid-2008 that would set standards for the sampling and testing 
of imported products, including the use of accredited private 
laboratories submitting data to FDA to assist in evaluating whether 
an appearance of a violation may be resolved. Increased confidence 
in the sampling techniques and methodologies used by accredited 
laboratories and in the data they submit may allow FDA to base 
decisions on abbreviated laboratory packages from accredited 
laboratories, expedite review of the information In those packages 
and facilitate admissibility decisions. 

Foreign Cooperation and Capacity Building 

• Safety Agreement with China on Toys, Fireworks and Electrical 
Products. Meetings held in September 2007 between CPSC and 
its counterpart, the General Administration of Quality Supervision, 
Inspection and Quarantine (AQSIQ) of the People’s Republic of 
China resulted In a renewed Memorandum of Understanding (MOU) 
related to the promotion of safety for target products— children’s toys, 
fireworks, cigarette lighters and electrical products. 

• Memoranda of Agreements with China on Food, Drugs, Medical 
Devices and Animal Feed. HHS/FDA is negotiating binding 
agreements with the Chinese government to enhance regulatory 
cooperation in the area of drugs, medical devices, food and animal 
feed. These agreements will protect the safety and health of 
consumers and animals in the United States and in China. 

• Motor Vehicle Safety Agreement with China. On September 12, 
the Department of Transportation’s National Highway Traffic Safety 
Administration (NHTSA) signed a Memorandum of Cooperation 
with China aimed at increasing cooperation in the areas of motor 
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vehicle regulation and safety. Both sides indicated a willingness 
to work together to address issues related to the safety of Chinese 
motor vehicles and equipment (including tires and automotive fuses) 
Intended for export to the United States. 

Tire Safety Standards Talks with China. From September 11 
through September 18, NHTSA staff with expertise in NHTSA’s 
tire standards and enforcement process attended the Chinese 
International Tire Exposition in Shanghai and met with China’s 
technical experts on tire Issues in Hangzhou. At both locations, 
NHTSA representatives made detailed presentations on the agency's 
standards and enforcement process. The presentations were well 
received by the many representatives of the Chinese tire industry 
who participated in these sessions. NHTSA's delegation also 
obtained information that will be useful in designing strategies to help 
deter and detect the shipment of noncompllant or defective fires from 
China to this country. 

Seafood Inspection Agreement with China. NOAA's National 
Marine Fisheries Service (NMFS) has begun discussions with 
China’s Administration of Quality Supervision, Inspection and 
Quarantine (AQSIQ) on an MOU to improve information transfer and 
to Increase the traceability of producfs. The MOU would establish 
a notification system whereby each party would alert the other in 
the event that a problem is detected with seafood being imported 
from China. Drafts have been exchanged and a final agreement is 
anticipated In early 2008. 

Foreign Training on United States Safety Standards for Meat, 
Poultry and Eggs. In July 2007, USDA and FDA conducted a 
seven-week training program for Chinese inspection officials. 

FSIS also conducted outreach to foreign government inspection 
officials regarding FSIS import requirements for meat, poultry and 
egg products. FSIS provided technical assistance to the Austrian 
government regarding U.S. import requirements for ready-to-eat 
products, to Mexico regarding microbiologicai testing procedures and 
to the governments of Bosnia-Herzegovina, Namibia and Thailand 
about U.S. Import requirements in general. 

United States-Europe Consumer Protection Talks. On October 
14, 2007, the Trans-Atlantic Consumer Dialogue was held at the 
State Department. Topics included the review of Ihe respective 
regulatory impact assessment guidelines on trade and investment 
and fheir application, reduction in barriers on trade in chemicals, 
controlling hazardous toy and consumer product imports, recognition 
of Supplier’s Declaration of Conformity for electrical equipment and 
other topics of concern In the ongoing trans-Atlantic dialogue. 
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• Security and Prosperity Partnership (SPP) priority on Safe Food 
and Products. In August, President Bush, President Calderon ot 
Mexico and Prime Minister Harper of Canada pledged to strengthen 
trilateral cooperation and mechanisms within the region, build on 
current standards and practices and work with our trading partners 
outside of North America to identify and stop unsafe food and 
products before they enter our countries. 

■ Product Safety in Standards Dialogues. The Department of 
Commerce Is engaging in standards dialogues with key trade 
partners like Brazil, the European Commission and India. Product 
safety Issues were discussed with India on October 25 and with 
the European Union on October 29. These dialogues encourage 
Information exchange on policies, procedures and processes to 
ensure the safety of Imported products. 

• International Food Safety Standards Work in Codex 
Allmentarlus. The Department of Commerce, State, EPA, USDA, 
FDA and USTR are actively engaged in international food safety 
standards development work in Codex Alimentarius. Codex already 
has a significant inventory of standards and guidelines that address 
food hygiene, food labeling, food import and export certification and 
inspection systems, contaminants in food and other areas. The 
United States is considering what gaps exist in food safety standards 
that Codex might address through new work activitiea 

• China Joint Commission on Commerce and Ttade (JCCT) 
Pharmaceutical Task Force. The JCCT provides ongoing 
workshops to the Chinese government on anti-counterfeiting and 
manufacturing best practices for pharmaceuticals. Accomplishments 
have included direct input into the China State Food and Drug 
Administration's update of its dnjg registration review process. 

• China Joint Commission on Commerce and Trade (JCCT) 
Medical Devices Task Force. The Department of Commerce and 
FDA provide ongoing training to the Chinese government on the use 
of quality systems to ensure the safety of manufactured products, 
including conducting product recalls for medical devices. 

■ Pharmaceutical anti-counterfeiting activity under the 
United States-India High Technology Cooperation Group’s 
Biotechnology & Life Sciences Working Group. This group 
organizes activities to fight the counterfeiting of pharmaceuticals 
and addresses the regulation of active pharmaceutical ingredients 
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to prevent the production of counterfeit medicines. In August 
2007, this group discussed with Indian government officials the 
need to cooperate with the international community In stopping the 
production and export of counterfeit pharmaceuticals and the need to 
regulate active pharmaceutical ingredients. 

APEC Anti-Counterfeit and Regulatory Harmonization 
Seminars on Medical Devices. DOC and FDA are organizing 
a series of capacity-building seminars for Asia and Latin America 
focused on stopping the spread of counterfeit health products 
and promoting regulatory harmonization for medical devices. 

The first anti-counterfeit seminar will take place in Singapore in 
January 2006; the first regulatory harmonization seminar will take 
place In Kuala Lumpur in March 2008. Subsequent seminars 
will take place throughout 2006 and early 2009 in Asia and Latin 
America. Participants will Include pharmaceutical and medical 
device regulators, custom and law enforcement officials, health 
professionals and industry representatives. 



Motor Vehicle Safety Seminars with Chinese Companies. In late 
2007 or early 2008, NHTSA plans to send senior officials to China to 
meet with the relevant government departments and agencies, trade 
associations and companies to discuss how NHTSA’s standards and 
enforcement process apply to exports intended for sale in the United 
States. NHTSA intends to reach those companies already engaged 
In exporting motor vehicle equipment and those that have announced 
plans to export motor vehicles to the United States in the next two 
years. NHTSA will also look tor opportunities to enter into more 
detailed agreements with the Chinese government on cooperative 
methods to help ensure that imports are compliant with NHTSA 
standards. 


Cooperative Agreement with China on Environmental 
Requirements. In April 2007, EPA met with China’s AQSIQ and 
other groups and agreed to draft an EPA-AOSIQ MOU to exchange 
information on environmental requirements and cooperate to help 
ensure compliance. 

Cooperation on Enforcement of Environmental Laws in North 
America. An understanding was recently reached among EPA, 
Canadian and Mexican environmental law enforcement officials to 
share information about noncompliant imports entering the borders of 
any of the countries. 
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North American Development of Enforcement Training to 
Ensure Legal Imports. In September 2007, representatives 
from environmental agencies of the United States, Canada and 
Mexico, reviewed an electronic training module on ozone-depleting 
substances. At the same time, the officials approved the creation of 
a similar module for hazardous waste. 

Outreach on Import Safety through Diplomatic Channels. The 

State Department’s Bureaus of Economic, Energy and Business 
Affairs and International Information Programs developed an 
outreach plan to reach foreign audiences on Import safety. To date, 
import safety articles have already been published in international 
newspapers; more are expected over the near term. In August 
2007, the Department of State sent cables to all overseas posts to 
provide them with information about import safety and the role of 
the Interagency Wortting Group on Import Safety for discussion with 
governments and the private sector. 

Negotiation and Capacity Building through Trade Channels. 

An integral part of U.S. free trade agreements are commitments 
to address sanitary and phytosanitary (SPS) issues. In the past 
year, USTR concluded free trade agreements with Peru, Colombia, 
Panama and Korea, each of which includes a specific SPS chapter 
that has as a principal objective the protection of human and animal 
health. In particular, the SPS chapters provide for the establishment 
of a standing committee of the parties to enhance cooperation and 
consultation on SPS matters and improve understanding of each 
other’s SPS requirements. These agreements also provide for 
capacity building and technical assistance in SPS activities. 

Antl-Counterfeiting Trade Agreement. On October 23, 2007, 
USTR announced that the United Stales and some of its key 
trading partners will seek to negotiate an Anti-Counterfeiting Trade 
Agreement. Anti-counterfeiting efforts will help to improve the safety 
of Imported products. 

International Dialogues. The Department of State, Department of 
Commerce, USDA, USTR, HHS and other federal departments and 
agencies are encouraging the inclusion of import safety in regional 
and international dialogues. 


Import safety will be discussed at the United States-European 
Union High Level Regulatory Cooperation Forum in November 
and may also be taken up by the Transatlantic Economic 
Council, which is also meeting in November. 


1 2 An SPS measure Is generally any measure applied to protect human, animal or plang life ot 
health from risks arising from pests, diseases or adulterands or contaminants in food feed. 
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At the Asia-Pacific Economic Cooperation (APEC) Summit in 
September, leaders agreed °to deveiop Initiatives in the coming 
year that effectively address problems related to import safety 
in ways that do not hinder trade,” There are a number of 
specific project proposals underway, including one by China to 
promote information sharing to improve “food safety systems" 
and another to address Ha2ard Analysis and Critical Control 
Points (HACCP). 

USDA has indicated it will fund food safety related workshops 
for APEC. The primary goal of these workshops would be 
to raise awareness of, engagement in and compliance with 
international food safety standards-setting btsdies, such as 
Codex Alimentarlus, Wortd Organization for Animal Health 
(OIE) and the International Plant Protection Convention, 

The Association of Southeast Aslan Nations (ASEAN) has 
endorsed creating a Coordinating Committee on Consumer 
Protection at its August meeting and is in communication with 
officials at the CPSC, USDA, FDA and the Federal Trade 
Commission. 


Intervention 

Common Mission 

• Enhanced Interagency Cooperation on Animal and Plant 
Inspections. USOA's FSIS and USDA's Animal and Plant Health 
Inspection Service (APHIS) continued monthly conference calls 
to discuss key import and export issues of concern and to resolve 
technical problems between the agencies. Recently, participation 
was expanded to include representatives from the Food and Drug 
Administration and U.S. Customs and Border Protection. 

■ Enhanced Cooperation on Egg Product Safety. USDA agencies 
(FSIS, AMS and APHIS) coordinated potential product code systems 
in use by FDA and the Global Safety Initiative that might further 
identify USOA-regulated animal, egg and plant products in ITDS/ 
ACE. The agencies currently responsible for regulating the import 
of eggs and egg products— FDA, APHIS, FSIS, CBP and AMS— are 
currently identifying product codes to provide clarity In classifying 
imported products under the Harmonized Tariff Codes. 

■ Cooperation on Counterfeits. DOC's international Trade 
Administration (ITA) Office of Intellectual Property Rights is 
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collaborating with CPSC to create a Counterfeit Alert System that 
would refer reports of counterfeits received by CPSC’s hotline to 
DOC’S Stop Fakes hotline. 

Interoperability 

■ Public Health Information System. On September 27, the Food 
Safety and Inspection Service (FSIS) awarded a contract for 
development of a new corporate data warehouse called the Public 
Health Information System, which will support a user interface for 
Imports and exports. FSIS will develop, test and launch the system. 
This includes establishing an electronic connection with CBP’s ACE/ 
ITDS system and importers for processing imported meat, poultry 
and egg product shipments. 


USDA Harmonization with Trade Data System. USDA’s 
Agricultural Marketing Service (AMS) and APHIS made Important 
progress in establishing an interface with ACE/ITDS. AMS completed 
Import-related business processes, drafted a Concept of Operations 
and Memorandum of Understanding with CBP and engaged a 
contractor to identify areas where Its connection with ACE/ITDS 
can be optimized. APHIS submitted its Concept of Operations and 
Memorandum of Understanding to CP6 on October 10. USDA’s 
Grain Inspection, Packers and Stockyards Administration began the 
ITDS process with CBP on October 30, 2007. 


' EPA Harmonization with Trade Data System. Building on 
previous work with CBP and other relevant federal agencies on the 
development of the single window import-export data system, EPA 
has accelerated steps in order to become interoperable with ACE/ 
ITDS. EPA is developing business processes and requirements 
to exchange data between six EPA programs and ACE/ITDS. 

EPA identified the Chief Information Officer as the executive 
level representative; assigned EPA's Internal Exchange Network 
Subcommittee as the governance body; established a project 
management/implementation team structure; is preparing a project 
implementation plan for submission to 0MB on November 12, 2007 
and Is revising a concept of operations document for submission 
to CBP in December 2007. EPA is leveraging the Central Data 
Exchange and Exchange Network technology which the Agency 
currently uses to exchange data with ail 50 states and seven Indian 
Tribes, 
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Response 

Vigorous Enforcement of Safety Statutes 

■ Marking Rule to Prevent Port-Shopping. By mid-200B, FDAwill 
issue a proposed rule that would require Imported food that has been 
refused entry to be marked “United States: Refused Entry.” Such 
marking would help prevent the Introduction of unsafe food into the 
United States through port-shopping, a practice whereby Importers 
attempt to gain entry through a port after the goods have been 
refused at another. 

• Criminal Prosecution of Counterfeit Drug and Illegal Substance 
Offenders. FDA, CBP and DOJ are continuing vigorous 
enforcement of statutes banning trade in counterfeit and illegal 
products. For example, DOJ recently prosecuted an Ohio man 
charged in online pharmacy conspiracy for selling counterfeit drugs 
(Viagra, Cyalis, Levitra) shipped from such countries as Pakistan, 
India and Great Britain. The agencies also collaborated in an 
international law enforcement operation targeting the underground 
manufacture of anabolic steroids. The operations have led to 1 24 
arrests nationwide to date and the dismantling of approximately 100 
Illegal sites that aided in the manufacture and distribution of anabolic 
steroids, prescription medicines, counterfeit drugs and chemical 
precursors originating from approximately 30 rogue laboratories in 
China. 
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Appendix D: List of Acronyms and Abbreviations 


Acronyms 

ACE 

Automated Commercial Environment 

AMS 

Agricultural Marketing Service 

APEC 

Asia-Pacific Economic Cooperation 

APHIS 

Animal and Plant Health Inspection Service 

AQSIQ 

Administration of Quality Supervision, Inspection 

ASEAN 

and Quarantine 

Association of Southeast Asian Nations 

ASISA 

Aviation Safety Information Sharing and Analysis 

ATS 

Automated Targeting System 

COAC 

Commercial Operations Advisory Committee 

CBP 

Customs and Border Protection 

CPSA 

Consumer Product Safety Act 

CPSC 

Consumer Product Safety Commission 

C-TPAT 

Customs Trade Partnership Against Terrorism 

DHS 

Department of Homeland Security 

DOC 

Department of Commerce 

DOJ 

Department of Justice 

DOT 

Department of Transportation 

eLEXNET 

Electronic Laboratory Exchange Network 

EOP 

Executive Office of the President 

EPA 

Environmental Protection Agency 

EPIA 

Egg Products Inspection Act 

FAA 

Federal Aviation Administration 

FDA 

Food and Drug Administration 

FDCA 

Federal Food, Dmg and Cosmetics Act 

FERN 

Food Emergency Response Network 

FMIA 

Federal Meat Inspection Act 

FSIS 

Food Safety and Inspection Service 

GIDEP 

Government Industry Data Exchange Program 

GSI 

Global Safety Initiative 

HACCP 

Hazard Analysis and Critical Control Points 

HHS 

Department of Health and Human Services 

HTS 

Harmonized Tariff Schedule 

ICAO 

International Civil Aviation Organization 

IIP 

International Information Programs 

IMDG 

International Maritime Dangerous Goods 

IMO 

International Maritime Organization 

IPR 

Intellectual Property Rights 

ITA 

International Trade Administration 

ITDS 

International Trade Data System 

MOU 

Memorandum of Understanding 

NHTSA 

National Highway Traffic Safety Administration 

NMFS 

National Marine Fisheries Service 

NOAA 

National Oceanic and Atmospheric Administration 

NTC 

National Targeting Center 
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OASIS 

Operational and Administrative System for Import 
Support 

0MB 

Office of Management and Budget 

PHMSA 

Pipeline and Hazardous Materials Safety 
Administration 

PPIA 

Poultry Products Inspection Act 

RFID 

Radio Frequency Identificatbn 

SAFE Port 

Safety and Accountability for Every Port Act 

SCO 

Food and Agriculture Sector Coordinating Council 

SDS 

Standard Data Set 

SEDS 

Standard Establishment Data Service 

SFDA 

China Stale Food and Drug Administration 

SIP 

Seafood Inspection Program 

SPP 

Security and Prosperity Partnership 

State 

Department of State 

STOP 

Strategy Targeting Organized Piracy 

TACD 

Trans- Atlantic Consumer Dialogue 

TIA 

U.S. Toy Industry of America 

Treasury 

Department of Treasury 

TSCA 

Toxic Substance Control Act 

USDA 

Department of Agriculture 

USPTO 

U.S. Patent and Trademark Office 

USTR 

U.S. Trade Representative 

Working Group 

Interagency Working Group on Import Safety 
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Appendix E: Working Group Designees and Staff 

interagency Working Group on import Safety Designer 

Secretary Michaei O. Leavitt, Department of Health and Human Services, 
Chair of the Interagency Working Group 

Al Hubbard, Assistant to the President for Economic Policy and Director, 
National Economic Councii 

Dan Price, Deputy National Security Advisor for Economic Affairs 

Andrew C. von Eschenbach, Commissioner, Food and Drug Administration, 
Department of Health and Human Services 

Dan Sullivan, Assistant Secretary lor Economic, Energy and Business Affairs, 
Department of State 

Alan Holmer, Special Envoy for China and the Strategic Economic Dialogue, 
Department of Treasury 

John O’Quinn, Deputy Associate Attorney General, Department of Justice 

Richard Raymond, Under Secretary for Food Safety, Department of 
Agriculture 

David Spooner, Assistant Secretary for Import Administration, Department of 
Commerce 

Jeff Shane, Under Seaetary for Policy, Department of Transportation 

Jeff Runge, Acting Assistant Secretary for Health Affairs, Department of 
Homeland Security 

Robert Shea, Associate Director for Management, Office of Management and 
Budget 

Warren Maruyama, General Counsel, U.S. Trade Representative 

Jim GullifonJ, Assistant Administrator for Prevention, Pesticides and Toxic 
Substances, Environmental Protection Agency 

Quin Dodd, Chief of Staff, Consumer Product Safety Commission 
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Interagency Working Group on Import Safety Staff 

Jerry Regier, Executive Secretary for the Working Group, Department of 
Health and Human Services 

Jeff Shuren, Food and Drug Administration 

Cathy Sauceda, Department of Homeland Security 

John Menard, Department of State 

BobTuverson, Department of Agriculture 

Karen Stuck, Department of Agriculture 

Stephen Claeys, Department of Commerce 

Bernard Carreau, Department of Commerce 

Randy Pate, Department of Health and Human Services 

Rob Raffety, Consumer Product Safety Commission 

Celesia Gouhari, Department of Health and Human Services 

Natalie Gochnour, Department of Heaith and Human Services 

Erik Metfler, Food and Drug Administration 

John Herrmann, Executive Office of the President 

John Cobau, Executive Office of the President 
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No import-safety system can succeed without 
collaboration from everyone involved. We share a 
common interest in import safety and this Action Plan 
will guide our collective actions moving forward. 

Secretary Michael O. Leavitt 
Chair, Interagency Working Group on Import Safety 
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External Subcommittee Review of FDA/NARMS Program 


EXECUTIVE SUMMARY 

A group of co mm on themes emerged from the deliberations of the NARMS Subcommittee. 
These themes included: (1) the need for an improved, statistically valid, and rigorous 
sampling strategy; (2) timeliness of reporting and reports; (3) harmonization of data; and (4) 
the creation of a contemporary surveillance platform that would enable participants to 
conduct hypothesis-driven research, add value, and improve the utilization of data to better 
achieve the objectives of the NARMS program. 

In addressing the four specifrc questions posed to the Subcommittee, another group of key 
findings were developed that included the following: (1 ) The current group of sampling 
strategies for the various components of NARMS were aU found to have degrees of bias. 
Thus, there is a need to transition these strategies to a group of national, random sampling 
strategies, including a methodology to better assess antimicrobial resistance in the intestinal 
flora of truly healthy individuals. When not feasible, data should be further stratified, or 
sampling should be limited and focused on specific hypothesis-driven research; where 
sampling biases cannot be corrected, the methodology should be designed as an early 
warning system for emerging resistance. (2) The Subcommittee strongly encouraged the 
further development and expansion of a NARMS research portfolio with an emphasis on 
hypothesis-driven and more collaborative research; there should also be a special emphasis 
on elucidating the mechanisms of transportation of resistance genes and bacteria across the 
farm-to-fork continuiun and the resultant human infections and Ulnesses. (3) There was 
unanimity in support of creating a real-time, web-based, integrated database that would 
permit generating both participant-specific and collective reports and analyses. In addition, 
reports must be more timely and accessible, yet they must also be able to accommodate 
potentially confidential data such as when data on drug usage and exposures are captured in 
the future. (4) The Subcommittee concluded that the global expansion of NARMS or 
NARMS-type programs is a critical imjrerative. Antimicrobial resistance is a growing global 
issue that demands more international training and intervention; the NARMS program could 
be used as a model activity for international organizations and other countries. 

The Subcommittee was especially pleased with the progress and growing acceptance of the 
NARMS program over the Last decade. The program has evolved into amission-critical tool 
for FDA, and the collaborative relationship among the agency participants is an excellent 
model for other government programs. New pilot projects have proven worthwhile and merit 
further development, and the on-farm data can help to better link the human and animal 
health interface and benefit both. The Subcommittee believes that the NARMS activities 
deserve to be considered as high priorities as agencies struggle with difficult funding 
decisions. In addition to addressing the pertinent findings, the Subcommittee strongly 
believes that the NARMS participants should develop an aggressive 10-year plan with new 
stretch goals using wide public involvement. It is an appropriate time to not only consider 
program improvements, but to also consider a longer planning horizon to ensure that the 
NARMS program becomes more strategic, encompassing, and commensurate with the 
growing global problem of antimicrobial resistance and future animal and public health risks 
and challenges. 
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External Subco mm ittee Review of FDA/NARMS Program 


Summary of Charge 

The Science Board Advisory Conunittee to the Federal Drug Administration (FDA) 
established a subcommittee to evaluate the National Antimicrobial Resistance Monitoring 
Systems (NARMS) program and to address four questions relevant to the continued 
success of the program. The four questions included the following: 


1 . Are there inherit biases in the sampling strategies employed in NARMS? If so, 
how can they be improved to ensure that the data and interpretation are 
scientifically sound given current resources? 

2. Are there epidemiological and/or microbiological research studies that would 
better serve the goals of NARMS and the regulatory work of FDA? 

3. Are current plans for data harmonization and reporting appropriate? If not, what 
are the top priorities for advancing harmonized reporting? 

4. Are the current NARMS international activities adequate to address the 
worldwide spread of antimicrobial-resistant food-home bacteria? 


Panel Approach 

The Subcommittee (members listed in Appendix 1) met on April 10-11, 2007, in 
Rockville, Maryland, and heard presentations from the three federal partners of NARMS; 
FDA, Centers for Disease Control and Prevention (CDC), and United States Department 
of Agriculture (USDA). (Federal agency presenters are listed in Appendix 2). In addition, 
the Subcommittee also heard presentations from members of the public during a public 
heating held as part of the program review (public presenters are listed in Appendix 3). 
This report will be submitted to the FDA Science Advisory Board on June 14, 2007, for 
their review and disposition. 


Introduction 

NARMS is a national collaborative network involving the FDA, CDC, and USDA. The 
system was developed to monitor changes in susceptibility/resistance of select zoonotic 
bacterial pathogens and commensal organisms recovered from animals, some retail 
meats, and humans to antimicrobial agents of public health and animal health 
significance. 

NARMS was started in 1996 in response to a public health concern based on the 
recognition of the growing problem of antimicrobial resistance. The system has evolved 
over the last decade growing in stature, awareness, and importance. It has matured over 
the years and has undergone a series of changes and improvements based on continuous 
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challenges at the interface of human and animal health and the need to assess and monitor 
the occurrence of antimicrobial resistance in bacteria from animals, foods, and humans. 

The goals of the NARMS program are: 

1 . Provide descriptive data and trends on antimicrobial susceptibility/resistance 
patterns in zoonotic, food-borne bacterial pathogens, and select commensal 
organisms; 

2. Respond to unusual or high levels of bacterial drug resistance in humans, animals, 
and retail meats in order to contain or mitigate resistance dissemination; 

3. Design follow-up epidemiology or research studies to better understand the 
phenomenon of resistance; and 

4. Assist the FDA in decision making for approving safe and effective drugs for 
humans and animals, as well as promote prudent and judicious use of 
antimicrobials. 


General Considerations 

In addition to its focus on the four questions listed in its charge, the Subcommittee also 
noted that a group of common themes emerged from its deliberations and review that 
warranted comment and consideration. These themes included: the need for an improved, 
statistically valid, and rigorous sampling strategy; timeliness of reports and reporting; 
harmonization of data among the three components of the program; and the creation of a 
contemporary surveillance platform that would enable the participants to conduct 
hypothesis-driven research, make inferences from a stronger statistical foundation, and 
add greater value for data utilization and the conversion of data into information to better 
support policies, regulations, and public health impact. 

Our responses and findings to the four questions, in large part, address these recurring 
themes. The Subcommittee noted that there continues to be financial constraints for the 
NARMS program. Yet, when considering the increasing value of NARMS and the very 
favorable upside potential to accrue more benefits in the future, the Subcommittee is 
impressed with the current return on investment and would r ank NARMS as a high 
priority and mission-critical function, especially for the Center for Veterinary Medicine 
(CVM)/FDA. In addition, the Subcommittee believes that creating a business plan may 
also be helpfiil for planning purposes and encourages the participants to also explore 
funding possibilities outside of the traditional federal budget process. 

NARMS is considered a public health system with an emphasis on protecting human 
health; yet, the anima l health benefits seem underappreciated. It is important that all three 
partners of NARMS accrue benefits as true partners. Veterinarians and animal health 
officials are also clients and would not be well served if their antimicrobial therapies 
become less effective due to a building resistance problem no matter what the cause. 
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Practicing veterinarians and producers are likely to make better decisions regarding 
prudent and therapeutic drug use if they were more knowledgeable about the level of 
resistance/susceptibiUty of pathogens to antimicrobial agents. In order to elucidate the 
risk factors for anima l and human infection by antimicrobial-resistant pathogens and 
imderstand the true impact of antibiotic use, non-use and resistance to human health, 
animal health, trade, and environment, better data sharing is essential. 

Although not a question posed to the Subcommittee, there were a number of public 
comments that were critical of the fact that actual drug usage data were not readily 
accessible or shared. This reality creates a significant limiting factor to the further 
analysis of NARMS data. The Subcommittee recognizes that there are confidentiality 
issues of concern; however, the Subcommittee also believes that this data gap represents 
a critical barrier for NARMS to achieve its objectives and further utility. The group 
encourages the industry to work with NARMS and to try to develop a confidential 
component of NARMS data that better l inks such data with true public health impact, yet 
does not compromise sensitive industry data. 

Question 7: Are there inherent biases in the sampling strategies employed in 
NARMS? If so, how can they be improved to ensure that the data and our 
interpretations are scientifically sound given current resources? 

NARMS, as originally conceived, used bacterial strains being collected for other 
purposes for screening for antimicrobial resistance. It can be argued that at the time the 
program was initiated that this was an appropriate approach, reflecting uncertainties 
about what would be found, and the potential utility of the data. In the intervening 1 0 
years, the value of the data has become increasingly obvious, with NARMS findings 
playing a key role in both epidemiologic studies and regulatory activities. This was 
underscored in the public meeting, where there was virtual unanimity among 
representatives from industry, consumer groups, and academia as to the importance of the 
system. Under these circumstances, there is a need to critically re-evaluate the sampling 
approach to assure that the data being generated can withstand scrutiny from both a 
scientific and regulatory perspective. The Subcommittee strongly believes that resistance 
data must be able to withstand legal and regulatory scrutiny and challenges. This 
underscores the importance of a careful review of the potential biases, especially in 
USDA isolates. Failure to do this will likely limit the long-term value of the NARMS 
findings. While appropriate sampling may initially cost more than using a convenience 
sample, it invariably results in long term savings, because poorly collected data do not 
have to be discarded, and questions can be answered efficiently with appropriately sized 
samples. 

NARMS currently screens strains from three sources for antimicrobial resistance: 

1. Human Component : This component draws from isolates submitted to state health 
department laboratories for testing and species confirmation. Since 2003, all 50 
states have been forwarding a representative sample of non-typhi Salmonella, 
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Salmonella typhi, and Escherichia coli (E. coli) 0157:H7, and 10 states (in 
FoodNet) have been participating in FoodNet surveillance. 

Potential biases : Samples are collected as a proportion of all isolates submitted to the 
participating state health department laboratories. However, there are clear 
differences from state to state with regard to which isolates are received by the state 
health department laboratories. In many states, clinical laboratories are not required to 
submit all isolates (or any isolates) of a particular species; and, consequently, there 
may be striking differences among states and among regions of a single state (i.e., 
urban vs. rural) in relative number and source of isolates. Biases may also arise at the 
physician level: stool cultures may not be ordered until after a patient has failed 
conservative therapy (including, in many instances, an empiric course of 
ciprofloxacin). Finally, it must be recognized that this is a passive system: With the 
exception of FoodNet states, there is no effort to assure that isolates, even those 
whose submission may be required by law, are actually submitted. 

Ideally, one would like to see a true national random sample of clinical isolates in 
each species of interest with comparable representation from all states and all regions 
within states. If the current sampling scheme is maintained, there must be some type 
of data stratification to provide data that accurately reflect national trends. There is 
also a need for some type of periodic active sampling of clinical labs, to assess the 
representativeness of the isolates being submitted through NARMS to the overall 
population of clinical enteric isolates. Neither of these approaches will address the 
issue of potential biases at the physician level: Targeted studies will also be needed to 
assess the actual significance of this potential bias. 

There is definite value in assessing overall levels of antibiotic resistance among 
isolates that are part of the intestinal flora of healthy human populations. As an 
example, documentation of high population-based levels of resistance to vancomycin 
among enterococci from healthy adults in Europe provided a key data point in 
decisions to ban further use of avoparcin in animals. In this context, it should also be 
recognized that there is great fluidity in gene movement among bacterial species; and, 
consequently, presence of resistance genes in any species is of potential interest in 
understanding emergence of resistance in humans. Continued surveillance in this area 
should be strongly encouraged as part of the NARMS mission. However, while some 
samples for these types of studies have been taken from normal human volunteers, 
most appear to have come from patients for whom stool samples were submitted for 
other reasons. It must be recognized that samples from this latter group have definite 
biases, given that these patients will have had other medical conditions that have 
prompted samples to be collected. 

2. The Retail Meat Component was launched in 2002 with isolates from retail meat 
collected by investigators in selected FoodNet sites. The methodology for the 
sampling has undergone subsequent revision, but the overall sample size remains 
very small, particularly if any type of stratification is done on the data. 
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Potential Biases : Samples are collected from a limited number of areas for a small 
number of products. \^ile major trends may be observed, the small sample size and 
lack of a national sampling strategy make interpretation of these data difficult. 

These are extremely important data, as they reflect sampling at one of the closest 
points to the “fork” in the farm-to-fork continuum. A statistically valid national 
sampling scheme may not be possible given the potential cost. In this setting, serious 
consideration should be given to limiting sampling to specific, hypothesis-driven 
studies designed to provide an understanding of sources and risk factors for 
antimicrobial resistance. 

3. Animal Component : This component utilizes isolates finm three primary sources; 
(a) The USDA in-plant Hazardous Analysis and Critical Control Point (HACCP) 
monitoring system; (b) clinical isolates submitted through diagnostic laboratories; 
and (c) isolates collected as part of the USDA- Animal Plant Health Inspection 
Service (APHIS) National Animal Health Monitoring System (NAHMS). 

Potential biases : The USDA in-plant HACCP monitoring does not reflect a random 
sample of processing plants, a problem exacerbated by the fact that plants that are out 
of compliance have increased numbers of samples collected. At a minimum , sampling 
must be restricted to the first set of samples collected in a plant (i.e., exclusion of 
additional sampling sets from plants that are not in compliance), USDA should be 
encouraged to assess its current HACCP sampling strategy and to see if modifications 
in the sampling strategy can be made to make the sample more closely resemble a 
truly representative national sample. Alternatively, consideration should be given to 
an ongoing “baseline” sampling scheme to provide nationally representative data on 
levels of contamination of raw product at the time of slaughter. 

NAHMS data represent a statistical approach to sampling on-farm populations. While 
potentially useful, these samples fail to provide a true national sample of on-farm 
isolates. As with the retail food study, on-farm data are essential in understanding 
movement of resistance through the farm-to-fork continuum. However, given the 
difficulties in obtaining truly representative national data at an on-farm level, it may 
be best to limit on-farm isolate collection to specific, hypothesis-driven research 
studies designed to identify sources and risk factors for acquisition of resistance. 

Clinical diagnostic laboratory data have potentially the greatest biases, representing a 
completely non-random sample and a sample that comes from settings in which there 
is likely to have been antimicrobial use. These data have potential value as an “early 
warning system” for emergence of resistance in the setting of clinical use of specific 
antibiotics. However, these data should not be used in epidemiologic studies and 
clearly should not be combined with animal data from the other isolate sources noted 
above. These samples also represent the only attempt to characterize 
resistance/susceptibility of targeted pathogens recovered from companion animal 
populations and exotic pets, a growing concern for veterinary medicine and public 
health research. 
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The Subcommittee noted with interest the progress of three USDA agencies - 
APHIS, the Agricultural Research Service (ARS), and the Food Safety and Inspection 
Service (FSIS) - in implementing the Collaboration in Animal Health and Food 
Safety Epidemiology (CAHFSE) program. This program is designed to be both a 
food anim al disease monitoring system and a bacteria monitoring system taking place 
on-farm and in-plants over time. A particular emphasis of CAHFSE is to address 
issues related to antimicrobial resistance. This joint effort could eventually help 
improve the understanding of the process of antimicrobial resistance and the link 
from the faim-to-table continuum. Questions about the true burden of illness and an 
attempt to quantify public health impact with the emergence of resistance remain 
elusive at best. The Subcommittee is also concerned about the issue of confidentiality 
of on-farm data and the ability to link human and animal data sets. Yet, overall, there 
is real merit in the further coordination and linkage of data from all components in a 
timely manner; thus, the Subcommittee strongly encourages further pilots like 
CAHFSE to achieve greater specificity in our understanding and the discovery of new 
critical associations from the various sampling and epidemiological projects and 
studies. 

FINDINGS: 

• For human samples, there is an inherent bias, because clinical laboratories and 
physicians select and handle samples differently from state to state. While a true 
random sample would be ideal, it may not be completely feasible; thus, the 
Subcommittee believes that stratifications of the current sampling system would 
be useful and could assist in the identification of national trends. Furthermore, the 
adoption of a more active and targeted sampling strategy would also improve the 
current strategy. 

• There is value in assessing the level of antimicrobial resistance present in the 
intestinal flora of healthy individuals. While NARMS attempts to do this, further 
bias may occur because of how these samples are selected. Thus sampling from a 
population of truly healthy individuals would be beneficial. 

• With regard to retail meat, the relatively small sample size and lack of national 
sampling strategy limits a broader interpretation and inference of data. It may be 
more useful to adjust this sampling strategy to help answer specific, hypothesis- 
driven questions and studies. 

• For the animal component, sampling biases occur because the current system does 
not reflect a randomized strategy for selecting processing plants. It would be 
useful for the USDA to redesign its HACCP sampling strategy to become a truly 
nationally representative strategy. 

• The use of data from USDA’s National Animal Health Monitoring System and 
other on-farm data has real potential utility but is cunently limited because it is 
not representative of a national sample. Therefore, the NARMS sampling strategy 
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may prove more useful if implemented based on specific hypothesis-driven 
research where risk factors for resistance would be the focus. 

• Clinical diagnostic laboratories data are especially biased and should be limited to 
use as an early warning system for emerging resistance. 


Question 2: Are there epidemiological and/or microbiological research studies that 
would better serve the goals of NARMS and the regulatory work of FDA? 

Applied research is already a cornerstone of all three components of NARMS. This 
research can be grouped into three broad types or categories; the development and 
optimization of laboratory methods for susceptibility testing, strain characterization, and 
resistance determinant detection; use of NARMS isolates and data as platforms to achieve 
program goals; and pilot studies to explore new program opportunities and approaches. 
Examples of the first type include development of a Clinical and Laboratory Standards 
Institute (CLSI)/ National Committee on Clinical Laboratory Standards (NCCLS) 
approved broth microdilution method for Campylobacter susceptibility testing and 
development/adaptation of genotyping methods (e.g.. Pulsed Field Gel Electrophoresis, 
Multilocus sequence typing) for Salmonella and Campylobacter. Exanq>les of completed 
or existing platform studies include epidemiological and microbiological studies into the 
clinical consequences of multiple drug resistant (MDR) pathogens and the dissemination 
of resistant bacteria and genes. Finally, examples of the third type include the USDA- 
fimded CAHFSE program, Iowa Retail Meat, and VetNet projects. 

An active applied research program is critically important to the continued success of 
NARMS, and the Subcommittee believes that it is appropriate to continue research in 
these three broad categories with expansion into a fourth, which is targeted hypothesis- 
driven research. The progress already made in methods development should be expanded 
with increased emphasis on detection of resistance genes in fecal, carcass, and food 
samples, without regard to the species of bacteria in which they reside or whether they 
are fi'om pathogens or commensals. Development of molecular methods for routine 
identification of resistance genes from field samples is an important long-term goal for 
the program. The apparent ease with which many of these genetic determinants spread 
among bacteria and ecological niches indicates friat there should be a fundamental 
expansion of emphasis on the unit of analysis in monitoring and research from the 
organism level exclusively to both the organism and gene levels. Pilot studies are 
valuable testing grounds for new methods, approaches, and sampling plans, but they 
should be carefully planned and coordinated to ensure efficient use of resources. 

There is also a need for more hypothesis-driven research to provide answers to some 
important public health questions related to the NARMS mandate, including the 
assessment of human health risks. This research should expand the NARMS research 
portfolio; and, ideally, it would enhance collaboration with scientists in academia and 
other sectors and be facilitated, or, in some cases, made possible by leveraged flmding 
from outside sources, such as NTH. This would also be facilitated by improvements in 
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data management, linkage, and retrieval. In particular, this research should improve our 
understanding of the ecology of antimicrobial resistance, the flow of resistance genes and 
bacteria through the farm-to-fork continuum, and the resultant impact on human health. 
This could be pursued in a variety of ways, for example, by identifying one or more well- 
defined locales or catchment areas where it is feasible to collect antimicrobial use and 
resistance data that can be directly linked epidemiologically. This extends the concept of 
the pilot study to a large epidemiological study. A potential deficiency of this type of 
research, however, is that given the practical limitations in current sampling and 
laboratory techniques, it has limited capacity to measure some of the longer-term 
implications of resistance selection pressures in microbial populations, such as the 
dissemination of resistance genes among microbial ecosystems or co-selection by linkage 
of genetic determinants that may take years to develop in disparate parts of the country or 
in various animal or human ecosystems. Therefore, there still is a need for hypothesis- 
driven research that identifies associations between antimicrobial use and resistance 
across broad populations and regions (e.g., antimicrobial use and resistance at the 
national level in both animals and humans). 

FINDINGS: 

• The Subco mmi ttee strongly believes that the NARMS program should finther 
develop its research portfolio in the areas of: laboratory methods; platform 
development and studies in support of program goals; and pilot projects that 
enhance NARMS goals, utility, and ^proach. 

• In addition, the Subcommittee encourages the program to expand its hypothesis- 
driven research, especially with a new focus on assessing human health risks. To 
do this effectively, the Subcommittee further encourages the NARMS Team to 
expand its research collaboration and partnerships in academia and with the NIH. 

• The ecology of resistance is complex and dynamic, and hypothesis-driven 
research represents the next logical area of expansion. Understanding the flow of 
resistance genes and bacteria across the farm-to-fork continuum and the resultant 
human health impact is key to future prevention and intervention strategies, and, 
thus, a critical research focus for the NARMS program. 


Question 3: Are our current plans for data harmonization and reporting 
appropriate? If not, what alternative approaches would you consider, and what 
should be the top priorities for harmonization and reporting? 

It is clear fi-om all parties involved in NARMS, as well as public commentators, that there 
is a crucial need for a real-time integrated database that would allow access to all the 
components of the NARMS program (CVM, USDA [including FSIS, APHIS, ARS], and 
CDC) and the production of timely reports. Given the nature of microbiological data, as 
well as rapidly changing and emerging problems, timeliness to data access is essential. 
Great progress has been made in harmonizing microbiological techniques; the focus now 
must be on creating an easily accessible and searchable database. 
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To accomplish this, it is important that the participants define the attributes of a single 
database stmcture that would allow all data fi'om all three NARMS components to be 
tabulated in a single database. The stmcture should be related to how data will be 
interpreted. All components should agree on data needs and linkages, as well as what is 
actually desir ed fiom the data. Considerations should be given to how the data will be 
used; that is, will they be for surveillance, monitoring, research, or regulatory use, and 
understanding any bias inherent in any of the sampling strategies. These attributes should 
then define the appropriate database architecture. This stmcture must be defined fi'om the 
perspective of the data attributes and not the information technology resources needed to 
implement it. 

This database should be a searchable and dynamic tool and not a series of flat portable 
document format (PDF) files. The Subcommittee foresees that this database would be 
populated real-time using modem web-based strategies with off-the-shelf software. For 
all three units, once data have been collected and validated according to local agency 
standards, the data should be routinely entered into the database. If all data elements are 
not available (e.g., pulse-field gel electrophoresis results), they can be entered as the data 
are generated. Milestones using tools such as Gantt charts should be defined to streamline 
data capture and timely entry into the database. 

The various NARMS units can design their own software interfaces to access this central 
database depending on their individual needs for data analysis and available software 
support. This would stiU allow individual NARMS components to perform their own 
level of data analysis and summarization. Because of the confidential nature of some of 
these data, the integrated database should first be restricted to internal government use. 
This is a priority for both public health and regulatory needs. Should public access be 
desired in the future, a segregated database could be constmcted where confidential data 
elements are restricted to government access and public data is released separately as data 
are generated. 

The advantage of such a real-time integrated database is that report generation could also 
be real-time. The existing delay in producing executive reports would be significantly 
reduced. Report format would be a function of the unit’s needs for analysis and not a 
function of database structure. A range of types of reports would be possible as no one 
product will fit all needs. Simple tabular presentations as presently produced may not be 
adequate for some groups/stakeholders. Such a tool would also facilitate the writing of 
scientific publications as well as mitigating outbreak characterizations. Rapid querying 
by NARMS personnel would be available as close as their desktop computers. Today’s 
database teclmology is sufficiently portable and secure that the unique software/hardware 
environments exist so that each NARMS participant should be able to easily access a 
central database. This database should be mainUtined at a single site to ensure database 
and data security, and plans for maintenance should be built into the system. The 
sophistication of the database stmcture is not cracial; the uniform data structure capable 
of categorizing all three datasets is cmcial. These data must be cross-linked by species, 
product, and microbiological descriptors, as well as data elements needed for proper 
interpretation. 
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The concept of database integration could also be carried a step further by attempting to 
start the collection of drug use data. One source is data that are mandated by existing 
regulations should be reported by manufacturers on gross drug sales. However, these data 
are not granular enough to correlate to the species or local farm level. In an ideal world 
where financial resources or bureaucratic divisions are not constrained, microbial data 
collection would be accompanied by metrics of dmg exposure. Techniques such as 
existing multi-antimicrobial drug screening approaches used by FSIS and FDA for 
residue monitoring might be applied to select tissue samples collected for microbiology 
to confirm dmg exposure. A pilot study could be employed to assess the feasibility of this 
approach. 

Finally, the lag time between data collection and report generation is excessive and 
diminishes the utility of information. In summary, there is no excuse for the present 
situation where report generation lags some four years behind data collection. Data 
should be entered on a real-time basis. Public health and regulatory decision making 
requires real-time data. The Subcommittee envisions this process to start with internal 
government data sharing and then move to public data access of non-confidential 
elements. Should hard-copy reports still de desired by specific shareholders, such a 
system would facilitate both detailed analysis as well as timely publication. 

FINDINGS: 

• There is a critical need to create a real-time integrated database for all 
components of the NARMS program and the production of more timely reports. 

• The use of the data and the data attributes should dictate the information 
technology solution. A web-based, real-time system is envisioned that would be 
flexible enough to allow separate data-entering, reporting, and handling 
potentially confidential data. 

• The Subcommittee understands the need for accurate and responsive data that 
support improved decision makin g and regulatory analyses. However, the 
NARMS Team is encouraged to move toward a database that can be more readily 
shared with researchers and other users who could add further value to the data 
and conduct research or for further analyses. The Subcommittee further stressed 
the need to capture drug ;ise and/or exposure data as part of this database. 

• By improving the speed and quality of reports, the Subcommittee believes that the 
NARMS Team could then expand the utility of the information to include: pre- 
market approval planning; better linking of animal and public health 
communications; and expansion of utility and availability - both to other 
researchers who could add further value and utility for the NARMS program and 
eventually directly to the public. 
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Question 4i Are the current NAKMS international activities adequate to maintain a 
significant collaboration with worldwide efforts to mitigate the spread of 
antimicrobial-resistant food-bome bacteria? 

International activities are critical, because antibiotic resistance is very much a global 
problem. Today, approximately! 5% of our food is imported with the likelihood that food 
imports will substantially grow, and these products will largely be coming from 
developing countries. Many imported foodstuffs, such as seafood and fresh fruits, are 
already imported in much higher percentages. Because of the rapidly expanding global 
food system, the Subcommittee envisions that increasing levels of collaboration must 
occur among countries and international health organizations worldwide. 

As a global issue, antimicrobial resistance cannot be addressed by a single country’s 
program. The complexity of the food system and global distribution of foods demonstrate 
the need for continued collaboration with other international antimicrobial resistance 
monitoring programs. It is also crucial that at the international level there is a single and 
unified consensus representing all the NARMS partners. There should be no confusion or 
differences in the interpretation of NARMS data. 

In 2003, a NARMS report (NARMS-Enteric Bacteria 2003 Executive Report) recognized 
the potential health hazards of antimicrobial resistance. The World Health Organization 
(WHO), the Food and Agriculture Organization (F AO) of the United Nations, and the 
World Organisation for Animal Health (aka OIE) recommended that countries implement 
national monitoring programs for the use of antimicrobials in animals and the occurrence 
of antimicrobial resistance in bacteria from animals, foods of animal origin, and cases of 
human illness. Challenges have not changed with regard to usage of antimicrobials and 
the occurrence of resistance. The Subcommittee beheves that there is a need to compare 
the usage of antimicrobials and the occurrence of resistance among countries; to integrate 
our knowledge of pathogens and trends; to identify targeted research themes; to continue 
the development of risk assessment models; and to continue the development of policies 
for containment. 

Currently, aU three “arms” of the NARMS program have international activities; yet, 
better coordination among the agencies should be an important goal. There seems to be 
no question that this is an important element of all three “arms,” yet synergies among the 
separate programs must be reinforced. 

The CVM has a multi-pronged approach that includes education/outreach, expanded 
participation in international activities, and increased research and surveillance programs. 
Although Pulse-Net, predominantly a CDC project, continues to expand globally, it 
requires further expansion done even more rapidly. 

NARMS currently supports the efforts of various international organizations (e.g., Danish 
Integrated Antimicrobial Resistance Monitoring and Research Programme; Canadian 
Integrated Program for Antimicrobial Resistance Surveillance; ResistVet Project; The 
US-Mexico-Guatemala Antimicrobial Resistance Monitoring Program for Foodbome 
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Pathogens; and Global Salm-Surv (GSS)). NARMS and GSS have played an important 
confinnatory role with regard to antimicrobial resistance in the U.S, and other countries. 
This program should be provided continuing support and must be improved to include 
better surveillance. The Subcommittee encourages the continued cooperation and support 
of the WHO GSS through Institute Pasteur, the Danish Institute for Food and Veterinary 
Research, CDC, the Canadian Public Healdi Agency, CVM, the Animal Science Group 
of the Netherlands, OZ FoodNet Australia, and Enter-Net. Furthermore, ResistVet, a 
project between the U.S. and Mexico, should be nurtured and encouraged - eventually 
leading to an independent monitoring program in Mexico. 

It is time for international partners that collaborate in surveillance programs to develop 
stronger and more robust programs for monitoring public health issues within 
participating countries. WHO has endorsed a tripartite approach to include isolates from 
h uman clinical cases, food animal and retail meats, and superficially conducting 
antimicrobial resistance and monitoring food-borne pathogens. Such an approach should 
continue to be endorsed by the NARMS Consortium. 

Scientist training, particularly microbiologists involved in international antibiotic 
resistant programs, should be encouraged and supported. Continuing education and 
tr ainin g are essential for the creation and implementation of quality programs. 
International workshops devoted to embracing the quality of data collection and uniform 
reports pertaining to surveillance are growing in importance. 

Globalized trade has accentuated the importance of international cooperation in training, 
surveillance, and in monitoring and controlling microbial outbreaks. Such globalization 
has also brought about the importance of recognizing emerging zoonotic diseases - again 
a need for international cooperation and communication. As a result of this globalization, 
a number of important international collaborations have evolved, including the 
International Network of Integrated Surveillance for Antimicrobial Resistance in Enteric 
Bacteria (INISAR). It is imperative, particularly in a global economy and one in which 
the U.S. is a major stakeholder, that international ties and collaboration should continue 
and be strengthened. 


FINDINGS: 

• Antimicrobial resistance is a global issue and cannot be completely understood or 
addressed by individual national programs; thus, the current NARMS 
international activities must be continued and expanded, especially as imported 
food supplies to the U.S. are increased. 

• There is a further need to improve coordination among international animal and 
human health organizations with regard to antimicrobial resistance. The work of 
the NARMS Team, along with a handful of similar global activities, should help 
provide an international leadership forum and serve as both a critical mass to 
expand activities and a model for other countries and organizations to emulate. 
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• Internationally, NARMS or NARMS-like programs must recognize the 
continuing need to adopt advanced technologies, the importance of quality data 
collection, and timely reporting in recognition of emerging public health issues. 

• The Subcommittee endorses the idea that there should he a single U.S. NARMS 
position, a single entity or si>okesperson to represent NARMS in global settings, 
and a standardization of messaging and reporting. 

• The NARMS Team currently assists in international training, and the 
Suhcommittee encourages the continuation and expansion of this important role. 
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Summary 

The NARMS subcommittee was impressed with the genuine commitment and dedication 
of the NARMS participants and with the collegial and constructive presentations and 
remarks from the public. The NARMS program has made outstanding progress over the 
last decade and has gained the respect and acceptance of a diverse public, including 
pharmaceutical companies. The evolution and maturation of NARMS since its inception 
in 1996 has been steady and has been characterized by continuous learning and 
improvement. There are clearly a number of existing activities that are going well and 
deserve to be continued. Yet, the Subcommittee also foimd several critical areas of need 
that were disclosed in its evaluation of the four questions posed to the group and have 
been listed in the Subcommittee findings. The Subcommittee believes that the NARMS 
participants are now in a better position to build on the current good will and program 
strengfris that may not have existed in the past. Therefore, the NARMS Team should not 
just consider how the program can continue to meet its current objectives but should now 
consider and explore new opportunities not envisioned a decade ago. 

There is nothing on the horizon to suggest that the progressive complexity and 
interdependence of animal agriculture, global food systems, and public health will change 
or slow down. On the contrary, these integrated systems continue to expand in scope, 
scale, and potential consequences. Therefore, in addition to responding to specific 
findings, the Subcommittee encourages the NARMS Team to step back from just 
considering incremental changes and improvements and to now reconsider the program’s 
current objectives in light of the extraordinary and unprecedented changes in agriculture, 
industry, foods, and the contemporary challenges to public health. The Subcommittee 
believes that NARMS data should become more predictive, responsive, and expansive, 
including the addition of pre-market product approval, global and better linked through 
wider stakeholder involvement to animal and public health communities. 

The Subcommittee encourages the development of a 10-year NARMS plan and 
consideration of beginning a new phase of program development. It is a propitious time 
for the NARMS Team to implement a visioning process, develop a concurrent business 
plan, and create an expanded opportunity horizon to improve public and animal health in 
this new era. The NARMS program has performed well when one considers its genesis, 
convenience-sampling strategy, limited resources, and relatively differing agency 
cultures. However, these legacy and foimding principles no longer fit the growing 
importance of the program or the growing societal and public health need. 
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Appendix 1: Subcommittee Members and Participants 

Larry M. Granger. DVM. is currently the Director of the Centers for Epidemiology and 
Animal Health (CEAH), part of the United States Department of Agriculture’s Animal 
and Plant Health Inspection Service, Veterinary Services. Dr. Granger earned his degree 
in Veterinary Medicine in 1979 from Michigan State University. He was in private 
practice for nine years before joining the Michigan Department of Agriculture as the 
Pseudorabies Eradication Program Manager. He stayed with the Michigan Department of 
Agriculture and held several different positions before becoming Veterinary Services’ 
Associate Deputy Administrator for Emergency Management in 2003, a position he held 
until he became the Director of CEAH, in 2006. 

Susan K. Harlander. PhD. Senior Vice President Government and Industry Relations, 
BT Safety LLC. Dr. Harlander has more than 20 years experience in the food industry, 
with nine of those years in senior research and development management positions where 
she was involved in several trace recall incidents involving dairy and processed food 
products. She has served on numerous dairy and food industry trade association 
committees, including the Grocery Manufacturers of America, National Food Processors 
Association, and the International Dairy Foods Association to name a few. Dr. Harlander 
serves as a consultant to farm organizations, grain processors, food manufacturing 
companies, trade associations, and biotechnology providers, and has been active in 
domestic and international issues related to traceability and identity preservation of 
genetically modified foods. While an Associate Professor in the Department of Food 
Science and Nutrition at the University of Minnesota, Dr. Harlander served on numerous 
Scientific Advisory Boards for food companies and spent summers working for 
companies like General Mills and Procor Technologies. She was the principal 
investigator on numerous grants and has published over 110 referred papers, book 
chapters, and monographs and has made over 400 presentations to scientific and lay 
audiences. She has served on FDA’s Science Board; FDA’s Food Advisory Committee; 
USDA’s National Agricultural Research, Education, Extension and Economics Advisory 
Board; and the NRC’s Board on Agriculture and Food Chemicals Codex Committees. As 
a former Associate Professor of Food Microbiology and Biotechnology, Dr. Harlander 
brings extensive experience in food microbiology and an understanding of biological and 
chemical agents that could be used in food bioterrorism, as well as naturally occurring 
pathogens that eontaminate the food supply. 

T.onnie King, DVM . Director, National Center for Zoonotic, Vector-Bome, and Enteric 
Diseases, CDC, received his Bachelor of Science and Doctor of Veterinary Medicine 
degrees from The Ohio State University in 1966 and 1970, respectively. He earned his 
Master of Science degree in epidemiology from the University of Minnesota while on 
special assignment with the U.S. Department of Agriculture in 1980. He also received his 
Master's degree in public administration from American University in Washington, DC, 
in 1991 . Dr. King is a board-certified member of the American College of Veterinary 
Preventive Medicine and has completed the Senior Executive Fellowship Program at 
Harvard University. He has served as president of the Association of American 
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Veterinary Medical Colleges from 1999-2000 and was vice chair for the National 
Commission on Veterinary Economic Issues from 2000-2004. Dr. King also has served 
as ad mini strator for the Anim al and Plant Health Inspection Service, U.S. Department of 
Agriculture. He recently completed his tenth year as dean of the College of Veterinary 
Medicine, Michigan State University, and has assumed the position of Director of the 
National Center for Zoonotic, Vector-Bome, and Enteric Diseases at the Centers for 
Disease Control and Prevention in Atlanta. Dr. King is a member of the National 
Academies of Science through his election into the Institute of Medicine, is on the 
Scientific Advisory Board for the FDA, and is a member of the newly formed Pew 
Commission Studying Animal Agriculture and Public Health. 

Scott A. McEwen DVM DVSc. Dinlomate ACVP. is a Professor, Department of 
Population Medicine, University of Guelph, Guelph, Ontario, Canada. Dr. McEwen 
obtained his DVM and Doctor of Veterinary Science degrees from the University of 
Guelph. His research focuses on the epidemiology of foodbome infections in food animal 
populations, particularly E. coli and antibiotic resistant organisms, but also Salmonella 
and other pathogens. He has extensive experience in conducting epidemiological studies 
in cattle, swine, and other food anima l species and has also participated in a number of 
studies of zoonotic infections in humans, including E. coli 01S7:H7 and antimicrobial 
resistance in commensals. His research on£. coli 01S7;H7 and related organisms focuses 
on the distribution of fecal shedding in cattle and risk factors for infection in cattle and 
humans. He and his co-workers are also active in simulation modeling of potential 
intervention strategies (including vaccination) for this infection on farm and throughout 
the food chain. His research program in antimicrobial resistance focuses on the 
determinants of selection and assessment of human health risks. 

Since 1986 he has taught food safety to veterinary students and graduate students in a 
variety of degree programs and has been the principal research advisor of over 25 MSc 
and PhD students. He is author or co-author of over 100 publications in referred scientific 
journals and has delivered invited research presentations in nine countries. 

He consults on food safety, antibiotic resistance, epidemiology, and other veterinary 
public health matters with a number of governmental and non-govemmental 
organizations in North America and Europe, notably various food animal industry 
groups, the Alliance for the Prudent Use of Antibiotics, the World Health Organization, 
the United States Food and Drag Administration, and Health Canada. 

He recently chaired Health Canada’s Advisory Committee on Anim al Uses of 
Antimicrobials and Impact on Resistance and Human Health, the World Health 
Organization’s evaluation of the ter mina tion of the use of antimicrobial growth promoters 
in Denmark, the FAO/OIEAVHO Expert Workshop on Non-Human Antimicrobial Usage 
and Antimicrobial Resistance; Scientific Assessment, and an Expert Advisory Panel to a 
Judicial Review of Meat Inspection in Ontario. 
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J. Glenn Morris. Jr.. MD. MPH&TM is Professor and Chairman of the Department of 
Epidemiology and Preventive Medicine at the University of Maryland School of 
Medicine and interim Dean of the University of Maryland, Baltimore, School of Pubhc 
Health. He received his MD degree and a master’s degree in public health and tropical 
medicine from Tulane University, New Orleans. He served as an Epidemic Intelligence 
Service Officer in the Division of Enteric Diseases at the then Centers for Disease 
Control in Atlanta from 1 979-8 1 . He is board-certified in both internal medicine and 
infectious diseases. Dr. Morris has authored over 60 textbook chapters and symposium 
proceedings and over 170 articles in peer-reviewed journals. He has had continuous 
federal grant frmding since 1984; his scholarly contributions were recognized by election 
to the American Society for Clinical Investigation in 1996. He has served on four 
National Academy of Sciences expert co mmi ttees dealing with food safety. From 1994- 
1996, he worked with the Food Safety Inspection Service, US. Department of 
Agriculture, on the preparation of the Pathogen Reduction/HACCP regulations. In 2005, 
he was awarded the James D. Brace Memorial Award for Distinguished Contributions in 
Preventive Medicine by the American College of Physicians. Dr. Morris continues to 
have a strong research interest in the area of emerging pathogens: he maintains an active, 
NIH-funded laboratory working in the area of molecular genetics and molecular 
epidemiology; is involved in hospital studies looking at emergence of resistant 
microorganisms; has worked extensively with clinical, laboratory, and environmental 
issues related to harmful algal blooms; and serves as co-PI of the CDC Emerging 
Infections Program sentinel surveillance site (FoodNet) in Maryland. 

Jim E. Riviere. DVM. PhD, is the Burroughs Wellcome Fund Distinguished Professor 
of Pharmacology; Director, Center for Chemical Toxicology Research and 
Pharmacokinetics, College of Veterinary Medicine; and Director of the Biomathematics 
Program of the College of Physical and Mathematical Sciences, North Carolina State 
University (NCSU), in Raleigh, NC. He is an elected member of the Institute of Medicine 
of the National Academies, serves on its Food and Nutrition Board, and is a fellow of the 
Academy of Toxicological Sciences. Dr. Riviere received his BS (summa cum laude) and 
MS degrees from Boston College and his DVM and PhD in pharmacology from Purdue 
University. He is a member of Phi Beta Kappa, Phi Zeta, and Sigma Xi, and has served 
on the Science Board of the Food and Drug Administration. His honors include the 1999 
O. Max Gardner Award from the Consolidated University of North Carolina, the 1991 
Ebert Prize from the American Pharmaceutical Association, the Harvey W. Wiley Medal 
and FDA Commissioner’s Special Citation, and the Lifetime Achievement Award from 
the European Association of Veterinary Pharmacology and Toxicology. He is the Editor 
of the Journal of Veterinary Pharmacology and Therapeutics and co-founder and co- 
director of the USDA Food Animal Residue Avoidance Databank (FARAD) program. He 
has served as an officer in various Specialty Sections of the Society of Toxicology, and 
has served on the Editorial Boards of various toxicology, pharmacology and veterinary 
journals. He has published over 400 full-length research papers and chapters, holds five 
U.S. Patents, and has authored/edited 10 books in pharmacokinetics, toxicology, and food 
safety. His current research interests relate to applying biomathematics to problems in 
toxicology, including the risk assessment of chemical mixtures, pharmacokinetics. 
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absorption of drugs and chemicals across skin, and the food safety and pharmacokinetics 
of tissue residues in food producing animals. 

John A. Thomas. PhD, was bom and educated in the Midwest He received his 
undergraduate degree at the University of Wisconsin and his MA and PhD degrees at the 
University of Iowa. He has held professorships in departments of pharmacology and 
toxicology in several medical schools including Iowa, Virginia, and West Virginia. 
Professor Thomas has been the mentor for man y doctoral students and has trained several 
postdoctorals. From 1973 to 1982 he served as Associate Dean of the School of Medicine 
at West Virginia University where his responsibilities included graduate programs and 
research. In 1 982, Dr. Thomas moved into the healthcare industry where he became Vice 
President for Corporate Research at Baxter Healthcare. While in industry, he was 
involved in new drug development, including recombinant DNA-detived therapeutic 
agents. Dr. Thomas served as Vice President at the University of Texas Health Science 
Center at San Antonio from 1988-1998. He is the author of more than a dozen textbooks 
and research monographs and has published nearly 400 scientific articles in the area of 
endocrine pharmacology and reproductive toxicology. He is a member of numerous 
societies, including the Endocrine Society, the Teratology Society, American Society for 
Pharmacology and Experimental Therapeutics, Society of Toxicology, and the American 
College of Toxicology. Professor Thomas serves on several editorial boards of 
biomedical j oumals and has been a member of the National Library of Medicine 
Literature Selection Technical Review Committee. Dr. Thomas served as a Specialty 
Editor for Toxicology and Applied Pharmacology and is on the Editorial Board of Food 
and Chemical Toxicology. He served as member on the Air Force Science Advisory 
Board. He has been a member of the Institute of Medicine/National Academy of Science 
Committee on Micronutrients, and he is past-Chairman of the Expert Advisory 
Committee of the Canadian Network of Toxicology Centers. He is a member of the FDA 
Science Advisory Board. Recently, Dr. Thomas served as Chairman of the NTP/NIEHS, 
Center for Evaluation of Risk to Hiunan Reproduction, Expert Panel on Ethylene and 
Propylene Glycol as well as being a member of the Expert Panel on soy infant formula 
and genistein. He is a Diplomate and Fellow in the Academy of Toxicological Sciences 
as well as a Fellow in the American College of Toxicology. He continues to serve on 
many scientific boards and cormnittees in the chemical and pharmaceutical industry. He 
served as Vice President for the Texas Society for Biomedical Research, as a member of 
the Board of Trustees of the International Life Sciences Institute and on the Board of 
Directors of the Academy of Toxicological Sciences. Dr. Thomas is Past-President of the 
Academy of Toxicological Sciences. He was named the 1999 recipient of the 
Distinguished Service Award from the American College of Toxicology. Dr. Thomas is 
Past-President of the American College of Toxicology. He is the recipient of several 
national awards, including the Merit Award from the Society of Toxicology, Certificate 
of Scientific Service (U.S.E.P.A.), Distinguished Lecturer in Medical Sciences (A.M.A.), 
Distinguished Service Award from the Texas Society for Biomedical Research and holds 
Distinguished Alumni Awards from both the University of Wisconsin and the University 
of Iowa. Recently, he was awarded an FDA Commissioner’s Special Citation. He is an 
elected foreign member and Fellow of the Russian Academy of Medical Sciences. 
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Appendix 2: NARMS Presenters from Federal Agencies 

Tom rhiller, MD. MPH. Past Chief of NARMS; Mycotic Diseases Branch; Division of 
Foodbome, Bacterial, and Mycotic Diseases; National Center for Zoonotic, Vector- 
Borne, and Enteric Diseases, CDC 

Paula J. Fedorka Cray. PhD . Antimicrobial Resistance Research Unit, USDA 

Patrick F. McDermott. PhD . NARMS Retail Meats, Center for Veterinary Medicine, 
FDA 

David G. White. PhD, NARMS, Center for Veterinary Medicine, FDA 
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Appendix 3: Public Presenters 
Richard A. Carnevate. VMD . Animal Health Institute 
Michael Feldgarden, PhD. Alliance for the Prudent Use of Antibiotics 
Steven Larsen. PhD. National Pork Board 
Steven Roach. Food Animal Concerns Tnist 


Hua Wang. PhD. The Ohio State University 
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ACTION: Notice; reopening of comment 
period. 

(UAIMARY: The Food and Drug 
Administration (FDA) is reopening until 
February 8, 2008, the comment period 
for the draft guidance for industry 
entitled "Antibacterial Drug Products; 
Use of Noninferiority Studies to Support 
Approval,” published in the Feder^ 
Register of October 15, 2007 (72 FR 
58312). The draft guidance informed 
industry of FDA's currant thinking 
regarding appropriate clinical study 
designs to evaluate antibacterial drugs, 
and asked sponsors to amend ongoing or 
completed studies accordingly. FDA is 
taking this action in response to a 
request for an extension of the comment 
period to allow interested persons 
additional time to review draft 
guidance and submit comments. 
dates: Submit written or electronic 
comments by February 8. 2008. 
ADDRESSES: Submit written requests for 
single copies of the draft guidance to the 
Division of Drug Information (HFD- 
240), Center for Drug Evaluation and 
Research, Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857. Send one self- 
addressed adhesive label to assist that 
office in processing your requests. 

Submit written comments on the draft 
guidance to the Division of Dockets 
Management (HFA-305), Food and Drug 
Administration. 5630 Fishers Lane, nn. 
1061. Rockville. MD 20852. Submit 
electronic comments to either http:// 
wwvf.fdo.gov/doekets/ecomments or 
http://www.r9gulations.gov. See the 
SUPPLEMENTARY INFORMATION section fOT 
electronic access to the draft guidance 
document. 

FOR FURTTiER INFORMATION CONTACT: 
Edward Cox, Center for Drug Evaluation 
and Research, Food and Drug 
Administration, 10903 New Hampshire 
Ave.,Bldg. 22, rm. 6412, Silver Spring, 
MD 20993-0002, 301-796-1300. 
SUPPLEMENTARY INFORMATION: 

L Background 

In the Federal Register of October 15, 
2007 (72 FR 58312), FDA published a 
notice announcing the availability of a 
draft guidance for industry entitled 
"Antibacterial Drug Products: Use of 
Noninferiority Studies to Support 
Approval." The purpose of the guidance 
is to inform industry of FDA’s current 
thinking regarding appropriate clinical 
study designs to evaluate antibacterial 
drugs, and to ask sponsors to amend 
ongoing or completed studies 
accordingly. The guidance is in 
response to e number of public 
discussions in recent years regarding the 


use of active-controlled studies 
designed to show noninferiority as a 
basis for approval of antibacterial drug 
roducts. Some of these discussions 
Bve focused on specific diseases such 
as acute bacterial sinusitis, acute 
bacterial otitis media, and acute 
bacterial exacerbation of chronic 
bronchitis. These public discussions 
have contributed to FDA's evolving 
understanding of the sdance of clinical 
trials and, in particular, the appropriate 
role of active-controlled studies 
designed to show noninfiariority in the 
development of antibacterial drug 
products. 

The draft guidance recommends that 
sponsors provide justification for the 
treatment effect size and the proposed 
noninferiority margin for all 
antibacterial development programs for 
which approval will rely on 
noninferiority studies. The initial 
comment period for this guidance 
closed on December 14, 2007. 

n. Reopening of Comment Period 
On November 13, 2007, the 
Pharmaceutical Research and 
Manufacturers of America requested an 
extension beyond the December 14, 
2007, deadline for the submission of 
comments. FDA recognizes the effect 
this guidance may have on the 
development of new antimicrobial 
roducts and that additional time may 
a needed for comment. Therefore, FDA 
has decided to reopen the comment 
period on the draft guidance tmtil 
February 8, 2008, to allow the public 
more time to review and comment on its 
contents. 

in. How to Submit Comments 
Interested persons may submit to the 
Division of Dockets Management (see 
ADDRESSES) written or alectronic 
comments regarding this document. 
Submit a sin^e copy of electronic 
comments to or two paper copies of any 
mailed commants, except that 
individuals may submit one paper copy. 
Comments are to be identifiad with the 
docket number found in brackets in the 
heading of this document Received 
comments may be seen in the Division 
of Dockets Management between 9 a.m. 
and 4 p.m., Monday through Friday. 

Please note that in January 2008, the 
FDA Web site is expected to transition 
to the Federal Dockets Management 
System (FDMSJ. FDMS is a 
Govermnent'wide, elactronic docket 
management system. After the transition 
date, electronic submissions will be 
accepted by FDA throu^ the FDMS 
only. When the exact date of the 
transition to FDMS is known. FDA will 
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publish a Federal Register notice 
announcing that date. 

IV. Electronic Access 
Persons with access to the Internet 
may obtain the document at either 
http://www.fda.gov/cder/gaidance/ 
indexhtmor bttp://www.fda.gov/obnns/ 
dockets/defiiulthtm. 

Dated: December 27, 2007. 
feSrey Shuren, 

Assistant Conanissioner forPoUcy. 

(FR Doc. E7-25601 Filed 1-3-08; B:45 am] 
BH-UNG CODE 4180-01-8 


DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food artd Drug Administration 
[Docket No. 2007N-0489] 

Request for Comments on the Science 
and Technology Report; Establishment 
of Docket; Request for Comments 

AGENCY: Food and Drug Administration, 
HHS. 

ACTION: Notica; establishment of docket; 
request for comments. 

SUMMARY; On March 31, 20D6, the Food 
and Drug Administration (FDA) charged 
the Science Board to evaluate FDA’s 
science-based capacities to meet current 
and future public health challenges. The 
Science Board established a 
subcommittee on science and 
technology to perform the review and 
draft a report of findings and 
preliminary recommendations. The 
subcommittee report was presented and 
discussed at the December 3, 2007, 
Science Board Advisory Committee 
meeting, at which time the Science 
Board decided to obtain comments from 
the public on the subcommittee report. 
FDA is soliciting public comment on the 
subcommittee report on behalf of the 
Science Board. 

DATES: To be considered, written or 
electronic comments on the 
subcommittee report must be received 
on or before February 4, 2008. All 
comments received while the docket is 
open will be forwarded to the Science 
Board for their review. 
addresses: Electronic comments 
should be submitted to http:// 
www.fda.gov/dockets/ecomments. 

Select Docket No. 2007N-0489, “FDA 
Report on Science and Technology” and 
follow prompts to submit your 
statement. Written comments should be 
submitted to the Division of Dockets 
Management (HFA-3Q5). Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852, by close of 
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business on (see DATES). All comments 
should be identified with the docket 
number found in brackets in the 
reading of this document. Received 
comments may be seen in the Division 
of Dockets Management between 9 a.m. 
and 4 p.m., Monday through Friday. All 
comments received will be posted 
without change, including any persona! 
information provided. All comments 
received while the docket is open will 
be forwarded to the Science Board for 
their review. All comments will also be 
discussed at the next Science Board 
Advisory Committee meeting. A notice 
of the next Science Board Advisory 
Committee meeting will be published at 
a later date. See Sl^PLEM^TTARY 
INFORMATION section for elctronic 
access. 

FOR FURTHER INFORMATION CONTACT: 
Carlos Pena, Office of the 
Commissioner, Food and Drug 
Administration (HF-33), 5600 Fishers 
Lane. Rockville, MD 20857, 301-827- 
6BB7, FAX: 301-827-3340, e-mail: 
carlos.Pena,@^da.hhs.gov. 
SUPPLEMENTARY INFORMATION: 

I. Background 

On March 31, 2006, FDA charged the 
Science Board to conduct a broad 
review of FDA scientific capacities, 
processes, and infrastructure which 
support FDA’s core regulatory functions 
including the following: (1) Premarket 
review and consultation during the 
development of new FDA-regulated 
products; (2) oversight of marketed 
product quality; and (3) postmarket 
product safety surveillance end risk 
management. The following is the 
Commissioner of Food and Drugs' 
charge to the Science Board: "Review 
and report the broad categories of 
scientific and technologic capacities 
that FDA needs to fully support its core 
regulatory functions and 
decisionmaking throughout the product 
life-cycle, today and over the next 
decade." Specifically: 

(1) Are there any important gaps in 
current scientific capacities in which 
FDA should substantially increase 
efforts, to ensure that it can address 
current or expected scientific demands 
of FDA’s regulatory mission? In wbat 
areas should the agency maintain or 
strengthen its current level of work and 
capacity? 

(2) Are there areas of science in which 
the agency should consider refocusing 
its efforts in order to better address 
current or anticipated future scientific 
demands of FDA’s regulatory mission? 

(3) What opportunities exist to 
enhance the overall effectiveness of 
FDA’s scientific and technologic 


capacity through coordination of 
scientific activities and priority setting 
across FDA components? 

(4j What opportunities exist to better 
leverage FDA’s scientific capacity 
through collaboration with other public 
agencies and private or^iizations? Are 
there other approaches to resource 
leveraging that FDA could pursue to 
better support needed scientific 
capacities? 

review was initiated to obtain 
advice regarding current science-based 
capacities and the degree to which they 
can prepare FDA for anticipated 
changes in sdence, technology and 
population health needs. 

To respond to this request from tho 
agency, toe Science Board established a 
subcommittee on science and 
technology to perform the review. The 
subcommittee was supported by 30 
outside experts, who were drawn fiom 
government, academia, and industry. 
Their efforts culminated in a 
subcommittee report of findings and 
preliminary reconunendations. Tbe 
subcommittee report was presented and 
discussed at the December 3, 2007. 
Science Board Advisory Committee 
meeting, at which time the Sdence 
Board decided to obtain comments fiom 
the public on the subcommittee report 
(an electronic copy of the subcommittee 
report is available at http:// 
www.fda.gov/ohrms/<Joekeis/ac/07/ 
briefing/2007- 
4329hji2j>0jndex.himh. 
n. Request for Comments 

In accordance with 21 CFR 14.35, 

FDA is soliciting public comment on the 
subcommittee report, on behalf of the 
Science Board. Comments received 
while the docket is open will be 
forwarded to the Science Board for their 
review. Comments will also be 
discussed at tbe next Science Board 
Advisory Committee meeting. A notice 
of the next Science Board Advisory 
Committee meeting will be published in 
the Federal Register at a later date, 
m. Submission of Comments 

To help facilitate the public comment 
process upon the subcommittee report, 
FDA has established a public docket, on 
behalf of the Science Board. All 
comments submitted to the public 
docket are public information and may 
be posted to the FDA's Web site at: 
http://www.fda.gov for public viewing. 
Comments are to be identified with the 
docket number found in brackets in the 
heading of this document. Comments 
received may be reviewed in the 
Division of Dockets Management 
between 9 a.m. and 4 p.m., Monday 
through Friday. 
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Please note that in January 2006, the 
FDA Web site is expected to transition 
to the Federal Dockets Management 
System (FDMS). FDMS is a 
Government-wide, electronic docket 
management system. After the transition 
date, electronic submissions will be 
accepted by FDA through the FDMS 
only. When the exact date of the 
transition to FDMS is known, FDA will 
publish a Federal Register notice 
announcing that date. 

Dated: December 28, 2007. 

Randall W. Lutter, 

Deputy Commissioner /or Policy. 

IFR Doc. E7-25607 Filed 1-3-08; 8:45 am] 
eiUUNQ CODE 4160-01-3 


DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Health Resources and Services 
Administration 

Agency Information Collection 
Activities: Proposed Collection: 
Comment Request 

In compliance with the requirement 
for opportunity for public comment on 
proposed data collection projects 
(section 35Q6(c)(2)(A) of Title 44, United 
States Code, as amended by the 
Paperwork Reduction Act of 1995, 
Public Law 104-13), the Health 
Resources and Services Administration 
(?IRSA) publishes periodic stunmaries 
of proposed projects being developed 
for submission to the Office of 
Management and Budget (0MB) under 
the Paperwork Reduction Act of 1995. 

To request more information on the 
proposed project or to obtain a copy of 
the data collection plans and draft 
instruments, call the HRSA Reports 
Gearance Officer on (301) 443-1129. 

Comments are invitad on: (a) The 
proposed collectioa of information fox 
the proper performance of the functions 
of the agency; (b) the accuracy of the 
agency's estimate of the burden of the 
proposed collection of infoimation; (c) 
ways to enhance the quality, utility, and 
clarity of the information to be 
collected; and (d) ways to minimize the 
burden of the collection of information 
on respondents, including through the 
use of automated collection techniques 
or other forms of information 
technology. 

Proposed Project: Sickle Cell Disease 
Treatment D^onstration Program 
(SCDTDP), Health Resources and 
Services Administration (HRSA): NEW 

In 2004 Congress enacted and the 
President signed into law Pub. L. 108- 
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ACTTON; Notice; reopening of comment 
period, 

SUMMARY: The Food and Drug 
Administration (FDA) is reopening until 
February 8, 2008, the comment period 
for the draft guidance for industry 
entitled "Antibacterial Drug Products: 
Use of Noninferiority Studies to Support 
Approval,” published in the Federal 
Register of October 15, 2007 (72 FR 
58312). The draft guidance informed 
industry of FDA’s current thinking 
regarding appropriate clinical study 
designs to evaluate antibacterial drugs, 
and asked sponsors to amend ongoing or 
completed studies accordingly. FDA is 
taking this action in response to a 
request for an extension of the comment 
period to allow interested persons 
additional time to review die draft 
guidance and submit comments. 
dates: Submit written or electronic 
comments by February 8, 2008. 
ADDRESSES: Submit written requests for 
single copies of the draft guidance to the 
Division of Drug Information (HFD- 
240), Center for Drug Evaluation and 
Research, Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857. Send one self- 
addressed adhesive label to assist that 
office in processing your requests. 

Submit written comments on the draft 
guidance to the Division of Dockets 
Management (HFA~30S), Food and Drug 
Administration. 5630 Fishen Lane. rm. 
1081, Rockville, MD 20852. Submit 
electronic comments to either http:// 
www.fila.^v/dockets/ecomments or 
http://www.regulations.gov. See the 
SUPPLEMENTARY INFORMATION section for 
electronic access to the draft guidance 
document. 

FOR FURTHER INFORMATION CONTACT: 
Edward Cox, Center for Drug Evaluation 
and Researdi, Food and Drug 
Administration, 10903 New Hampshire 
Ave.,Bldg. 22, rm. 6412, Silver Spring, 
MD 20993-0002, 301-796-1300. 
SUPPLEMENTARY INFORMATION: 

I. Background 

In the Federal Register of October 15, 
2007 (72 FR 58312), FDA published a 
notice announcing the availebiiity of a 
draft guidance for industry entitled 
“Antibacterial Drug Products: Use of 
Noninferiority Studies to Support 
Approval.” Tlie purpose of the guidance 
is to inform industry of FDA's current 
thinking regarding appropriate clinical 
study designs to evaluate antibacterial 
drugs, and to ask sponsors to amend 
ongoing or completed studies 
accordingly- The guidance is in 
response to a number of public 
discussions in recent years regarding the 


use of active-controlled studies 
designed to show noninferiority as a 
basis for approval of antib^terial drug 
products. Some of these discussions 
have focused on specific diseases such 
as acute bactmai sinusitis, acute 
bacterial otitis media, and acute 
bacterial exacerbation of chronic 
bronchitis. These public discussions 
have contributed to FDA’s evolving 
understanding of the science of clinical 
trials and, in particular, the appropriate 
role of ective-controiled studies 
designed to show noninferiority in tha 
development of antibacterial drug 
products. 

The draft guidance recommends that 
sponsors provide justification for the 
treatment efiect size and the proposed 
noninferiority margin for all 
antibacterial development programs for 
which approval will rely on 
noninferiority studies. The initial 
comment period for this guidance 
closed on December 14, 2007. 

11. Reopening of Comment Period 

On November 13, 2007, tha 
Phanneceutical Research and 
Manufacturers of America requested an 
extension beyond the December 14, 

2007, deadline for the submission of 
comments. FDA recognizes the effect 
this guidance may have on the 
development of new antimicrobial 
products and that additional time may 
be needed for comment Therefore, FDA 
has decided to reopen the comment 
period on the dmft guidance until 
February 8, 2008, to allow the public 
more time to review and comment on its 
contents. 

m. How to Submil Comments 

Interested persons may submit to the 
Division of Dockets Management (see 
ADDRESSES) written or electronic 
comments regarding this document. 
Submit e single copy of electronic 
comments to or two paper copies of any 
mailed comments, except that 
individuals may submit one peper copy. 
Comments are to bo identified with the 
docket number found in brackets in the 
heading of this document. Received 
comments may be seen in the Division 
of Dockets Management between 9 a.m. 
and 4 p.m.. Monday through Friday. 

Please note that in January 2008, the 
FDA Web site is expected to transition 
to the Federal Dockets Management 
System (FDMS). FDMS is a 
Government-wide, electronic docket 
management system. After the transition 
date, electronic submissions will be 
accepted by FDA through the FDMS 
only. When the exact date of the 
transition to FDMS is known, FDA will 
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publish a Federal Register notice 
announcing that date. 

IV. Electronic Access 
Persons with access to the Internet 
may obtain the document at either 
http://www.fda.gov/cder/guidance/ 
inaex.htmoT http-J/www.fda.gov/ohrms/ 
dockets/defaultbtm. 

Dated: December 27, 2007. 

Jeffrey Shuren, 

Assistant Comnvssionerfor Policy. 

(FR Doc. E7-25601 Filed 1-3-OB; 0:45 am] 
BILUNC COK 4160-D1-S 


DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. 2007N-0489] 

Request for Comments on the Science 
and Technology Report; Establishment 
of Docket; Request for Comments 

AGENCY: Food and Drug Administration, 

HHS. 

ACTION: Notice; establishment of docket; 
request for comments. 

SUMMARY: On March 31. 2006, the Food 
and Drug Administration (FDA) charged 
the Science Board to evaluate FDA’s 
science-based capacities to meet current 
and future public health challenges. The 
Science Board established a 
subcommittee on science and 
technology to perform the review and 
draft a report of findings and 
preliminary recommendations. The 
subcommitiee report was presented and 
discussed at the December 3, 2007, 
Science Board Advisory Committee 
meeting, at which time tha Science 
Board decided to obtain comments from 
the public on the subcommittee report. 
FDA is soliciting public comment on the 
subcommittee report on behalf of the 
Science Board. 

DATES: To be considered, written or 
electronic comments on the 
subcommittee report must be received 
on or befora February 4, 2008. All 
comments received while tha docket is 
open will be forwarded to tha Science 
Board for their review. 

ADDRESSES: Electronic comments 
should be submitted to http:// 
mvw./da.gov/dockets/ecommenfs. 

Select Docket No. 2007N-0489. “FDA 
Report on Science and Technology’’ and 
follow prompts to submit your 
statement. Written comments should be 
submitted to the Division of Dockets 
Management (HFA-305), Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852, by close of 
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business on (see DATES). Ail comments 
should be identified with the docket 
number found in brackets in the 
heading of this document. Received 
comments may be seen in the Division 
of Dockets Management between 9 a.m. 
and 4 p.m., Monday through Friday. All 
comments received will be posted 
without change, including any personal 
information provided. Ail comments 
received while the docket is open will 
be forwarded to the Science Board for 
their review. All comments will also be 
discussed at the next Science Board 
Advisory Committee meeting. A notice 
of the next Science Board Advisory 
Committee meeting will be published at 
a later date. See SUPPLEMENTARY 
INFORMATION section for elctronic 
access. 

FOR PURTRER INFORMATION CONTACT: 
Carlos Pena, Office of the 
Commissioner, Food and Drug 
Administration (HF-33}, 5600 Fishers 
Lane, Rockville, MD 20857, 301-827- 
6687, FAX: 301-827-3340, e-mail: 
carhs.Pefia,@fda.hhs.gov. 
SUPPLEMENTARY INFORMATION: 

1. Background 

On March 31, 2006, FDA charged the 
Science Board to conduct a broad 
review of FDA scientific capacities, 
processes, and infrastructure which 
support FDA’s core regulatory functions 
including the following: (1) I^emarket 
review and consultation during the 
development of new FDA-regulated 
products; (2) oversight of marketed 
product quality; and (3) postznarket 
product safety surveillance and risk 
management. The following is the 
Commissioner of Food and Drugs’ 
charge to the Science Board: "Review 
and report the broad categories of 
scientific and technologic capacities 
that FDA needs to fully support its core 
regulatory functions and 
decisionmaking throughout the product 
life-cycle, today and over lha next 
decade." Specifically: 

(1) Axe there any important gaps in 
ciorrent scientific capacities in which 
FDA should substantially Increase 
efforts, to ensure that it can address 
current or expected scientific demands 
of FDA’s regulatory mission? In what 
areas should the agency maintain or 
strengthen its current level of work and 
capacity? 

(2) Are there areas of science in which 
the agency should consider refocusing 
its efforts in order to better address 
current or anticipated future scientific 
demands of FDA’s regulatory mission? 

(3) What opportunities exist to 
enhance the overall effectiveness of 
FDA’s scientific and technologic 


capacity through coordination of 
scientific activities and priority setting 
across FDA components? 

(4) What opportunities exist to better 
leverage FDA's scientific capacity 
throu^ coliaboraticm with other public 
agencies and private organizations? Are 
there other approaches to resource 
leveraging that FDA could pursue to 
better support needed scientific 
capacities? 

The review was initiated to obtain 
advice regarding currant science-based 
capacities and the degree to which they 
can prepare FDA for anticipated 
changes in science, technology and 
population health needs. 

To respond to this request from the 
agency, the Science Board established a 
subcommittee on science and 
technology to perform the review. The 
subcommittee was supported by 30 
outside experts, who were drawn from 
government, academia, and industry. 
Their efforts culminated in a 
subcommittee report of findings and 
preliminary recommendations. The 
subcommittee report was presented and 
discussed at the December 3, 2007, 
Science Board Advisory Committee 
meeting, at which time the Science 
Board decided to obtain comments from 
the public on the subcommittas report 
(an electronic copy of the subcommittee 
report is available at http:// 
www.fda.gov/ohnns/dockets/oc/07/ 
briefing/2007- 
4329b_02_00Jndex.htmh- 
n. Request for Comments 

In accordance with 21 CFR 14.35, 

FDA is soliciting public comment on the 
subcommittee report, on behalf of the 
Science Board. Cbminents received 
while the docket is open will be 
forwarded to the Science Board for their 
review. Comments will also be 
discussed at the next Science Board 
Advisory Committee meeting. A notice 
of the next Science Board Advisory 
Committee meeting will be published in 
the Federal Register at a later date, 
ni. Submission of Comments 

To help facilitate the public comment 
process upon the subcommittee report, 
FDA has established a public docket, on 
behalf of the Science Board. All 
comments submitted to the public 
docket are public information and may 
be posted to the FDA’s Web site at: 
http://www.fda.gov for public viewing. 
Comments are to be identified with the 
docket number found in brackets in the 
heading of this document Comments 
received may be reviewed in the 
Division of Dockets Management 
between 9 a.m. and 4 p.m., Monday 
through Friday. 
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Please note that in January 2006, the 
FDA Web site is expected to transition 
to the Federal Dockets Management 
System (FDMS). FDMS is a 
Government-wide, electronic docket 
management system. After the transition 
date, electronic submissions will be 
accepted by FDA through the FDMS 
only. When the exact date of the 
transition to FDMS is known, FDA will 
publish a Federal Register notice 
announcing that date. 

Dated; December 28, 2007. 

Randall W. Lutter, 

Deputy Comnijssjoner for Policy. 

[FR Doc. E7-25607 Filed 1-3-08; 8:45 am} 
BAX04Q CODE 4160-01-5 


DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Health Resources and Services 
Administratlort 

Agency information Coliectlon 
Acdvities; Proposed Collection: 
Comment Request 

In compliance with the requirement 
for opportunity for public comment on 
proposed data collection projects 
(section 3506(c)(2)(A) of Title 44, United 
States Code, as amended by the 
Paperwork Reduction Act of 1995, 
Public Law 104-13), the Health 
Resources and Services Administration 
(HRSA) publishes periodic summaries 
of proposed projects being developed 
for submission to the Office of 
Management and Budget (OMB) under 
the Paperwork Reduction Act of 1995. 
To request more information on the 
proposed project or to obtain a copy of 
the data collection plans and draft 
instruments, call the HRSA Reports 
Clearance Officer on {301} 443-1129. 

Comments are invited on: (a) The 
proposed collection of information for 
the proper performance of the functions 
of the agency: (b) the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information; (c) 
ways to enhance the quality* utility, and 
clarity of the information to be 
collected; and (d) ways to minimize the 
burden of the collection of information 
on respondents, including through the 
use of automated collection techniques 
or other forms of information 
technology. 

Proposed Project: Sickle Cell Disease 
Treatment Demonstration Program 
(SCDTDP), Health Resources and 
Services Administration (HRSA): NEW 

In 2004 Congress enacted and the 
President signed into law Pub. L. lOB- 
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Charter 

Science Board to the Food and Drug Administration 

Purpose: 

The Secretary and, by deiegation, the Assistant Secretary for the office of Public Health and Science and the 
Commissioner of Fo^ and Drugs are charged with the administration of the Federal Food, Drug, and 
Cosmetic Act, the Fair Packaging and Labeling Act, and vanous provisions of the Public Health Service Act. 
The Serenes Board advises the Cwnmissioner in discharging responsibiiitjes as they relate to addressing 
specific and technically complex scientific issues of regulatory importance to FDA. The Board consists of a 
group of senior scientists wiff) exceptionally accomplished backgrounds in evolving areas of new scientrTic 
research which will provide advice and further interaction between FDA. industry, academia, and other 
government agencies on technically complicated issues of regulatory importance. 

Authority: 

15 use 1451 etseq . ; 21 USC 321, 341, 342. 343, 343-1. 344. 345. 346. 348. 349. 350, 350a, 351, 352, 353 
(f), 355, 360b. 360c-j. 371, 375, 378, 376, 379e. 361, 393. 394, 8ai(b). 42 USC 217a. 241, 242, 242a. 262, 
264 ; 21 CFR Part 14, 330 .10(a) ; the Board is governed by the provisions of Public Law 92-463, as amended 
(5 USC App .2), which sets forth standards for the formation and use of advisory commtttaes. 

Function: 

The Board shall provide advice primarily to the Commissioner and other appropriate officials on specific 
complex and technical issues as well as, emerging issues witi^in the scientific community, in industry, and 
academia. Additionally, ffie Board will provide advice to the Agency on keeping pace with technical and 
scientific evoiutions in the fields of regulatory science; on formulating an appropriate research agenda; and on 
upgrading its scientific and research facilities to keep pace with these changes. It will also provide the means 
for critical review of Agency sponsored intramural and extramural scientific research programs. 

Structure: 

The Board shall consist of a core of 12 members including the Chair. Members end the Chair are selected by 
the Commissioner or designee from among authorities knowledgeable in the fields of chemistry, 
pharmacology, toxicology, clinical research, and other scientific disciplines. Members shall represent 
academia and industry. The Board may include one technically qualified member, selected by the 
Commissioner or designee, who is identified with consumer interests and is recommended by either a 
consortium of cansumer-oriented organizations or other interested persons. The Board may also include 
technically qualified federal members. 

The Commissioner or designee shall have the authority to select members of other scientific and technical 
FDA Advisory Committees (normally not to exceed 10 members) to serve temporarily as voting members and 
to designate consultants to serve temporarily as voting members when: (1) expertise is required that is not 
available among current voting standing members of the Board (when additional voting members are added to 
the Board to provide needed expertise, a quorum Mill be based on the combined total of regular and added 
members), or (2) to comprise a quorum when, because of unforeseen circumstances, a quorum is or will be 
lacking. 

Members shall be invited to serve for overlapping four-year terms. Terms of more than two years are 
contingent upon the renewal of the Board by appropriate action prior to its expiration. 

Temporary subcommittees consistirtg of two or more Board members may be established as needed to 
address specific issues within their respective areas of e;q:>ertise. Subcommittees make preliminary 
recommendations regarding specific issues for subsequent action by the full Board. The Department 
Committee Management Officer shall be notified upon establishment of each subcommittee, and shall be 
provided information on its name, membership, function, and estimated frequency of meetings. 

Management and support services shall be provided by tiie Executive Secretary of the Board located in the 
Office of Science and Health Coordination in the Offi« of the Commissioner. Food and Drug Administration. 

Meetings: 

Meetings shall be held apprmdmatety two times a year at the call of the Chair with the advance approval of a 
Government official, who shall also approve the agenda. A Government official shall be present at all 
meetings. 

Because of the size of the Board and the variety in the ^es of issues that it will consider, FDA may, in 


http://www.fda.gOv/oc/advisory/OCSciBrdCharter2006.html 
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connection with a particular Board meeting, specify a quorum that is less than a majority of the current voting 
members. The Agency's regulations (21 CFR 14.^d)} auOiorize a committee charter to spedfy quorum 
requirements. 

Meetings shall be open to the public except as may be determined otherwise by the Commissioner or 
designee. Notice of all meetings shall be given to the public 

Meetings shall be conducted and records of the proceedings kept as required by applicable laws and 
Departmental regulations. 

Compensation: 

Members who are not full-time Federal employees shaH be pa'd at the rate of the General Schedule 15, step 
10, per day for time spent at meetings plus per diem ata) travel expenses in accordance with Standard 
Government Travel Regulations. 

Annual Cost Estimate: 

The estimated annual cost for operating the Board, including compensation and travel expenses for members 
but excluding staff support, is $38,500.00. The estimated person years of staff support are 0.5 FTE, at an 
estimated annual cost of $56,599.00. 

Reports: 

In the event that a portion of a meeting is closed to the public, a report shall be prepared not later than 
November 1 of eac^ year whi^ contains as the minimum tiie function of the Board, a list of members and 
their business addresses, the dates and places of meetir^s, and a summary of the Board's activities and 
recommendations during the preceding year. A copy of tiie report shall be provided to the Department 
Committee Management Officer. 

Termination Date: 

Unless renewed by appropriate action priorto its expiration, the Science Board to the Food and Drug 
Administration will terminate on June 26, 2008. 

Approved: 

Date: June 26, 2006 

Randall Lutter, Ph.O. 

Associate Commissioner 
for Policy and Planning, FDA 


FDA Home Page | Search FDA Site | FD A ArZ Index | Contact F_DA j EHwcv | Accessibility 
FDA Website Management Staff 
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The Food and Drug Administration: Budget and 
Statutory History, FY1980-FY2007 


Summary 

Considerable attention has been focused on the ability of the Food and Drug 
Administration (FDA) to accomplish its mission with the funds provided by 
congressional appropriations and user fees. FDA regulates a wide range of products 
valued at more than $ 1 trillion of the U.S. economy. The agency plays a key public 
health role. FDA is responsible for the safety of most foods (human and animal) and 
cosmetics, and it regulates both the safety and the effectiveness of human drugs, 
biologies (e.g., vaccines), medical devices, and animal drugs. 

In congressional hearing testimony and at other public venues, former FDA 
Commissioners, interest group representatives, and former high-ranking individuals 
in the agency or in the Department of Health and Human Services have argued that 
FDA is underfunded and at risk of being unable to fulfill all the statutory 
responsibilities assigned by Congress. Reports by the Institute of Medicine, the 
Government Accountability Office, and the FDA Science Board have made similar 
observations. The main voices in support of FDA budget levels, past and present, 
have been representatives of the various presidential administrations. Calls for 
cutting the FDA budget or maintaining it at the current level come from 
organizations, such as CATO and the Hoover Institute, that propose limitations on 
the agency’s authority and, therefore, its need for funding. Some agency critics have 
expressed concerns about inefficiencies within FDA and its ability to manage its 
resources. 

In order to inform the ongoing discussion about FDA, this report presents 
FDA’s appropriations histoiy and traces the evolution of the agency’s statutory 
responsibility. It first provides a 28-year budget history for the agency along with 
personnel levels as shown by the number of full-time equivalent employees (FTEs). 
This report found that direct congressional inflation-adjusted appropriations (budget 
authority) to FDA almost doubled, and that the contribution of other funds, mostly 
user fees, increased more than 10-fold, resulting in an overall budget in FY2006 
almost IVz times that in FY1980. The agency’s FTE level increased 19% overall, 
from a less than 1 % increase in budget authority-frmded FTEs and an almost fourfold 
increase in FTEs funded by other sources (mostly user fees). 

The report also provides a more detailed examination of the budget and 
persoimel levels for each of FDA’s major activity areas: Foods, Human Drugs, 
Biologies, Animal Drugs and Feeds, and Devices and Radiological Health. Findings 
include the relationship of user fees to budget authority, declining funding of 
research, and summaries of the major laws enacted since FY1980. 
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The Food and Drug Administration: Budget 
and Statutory History, 
FY1980-FY2007 

introduction 

There is growing debate about whether the Food and Drug Administration 
(FDA) has the ability to accomplish its mission with the resources provided by 
congressional appropriations and industry user fees. FDA plays a central role in 
protecting the public health in the United States, by regulating most of the food 
supply and vitally important medical products, including drugs, devices and biologies 
that affect American lives on a daily basis. A 2006 report on drug safety by the 
Institute of Medicine (lOM) made the following observation in a chapter devoted to 
FDA resources: 

The Food and Drug Administration lacks the resources needed to accomplish its 
large and complex mission today, let alone to position itself for an increasingly 
challenging future.... There is little dispute that FDA in general is ... severely 
underfunded.' 

Several individuals who previously held high-ranking positions in FDA or the 
Department of Health and Human Services (HHS) have organized advocacy groups 
to lobby for increased funding for the entire agency.^ These groups present data to 
support their position that FDA has fallen behind in overall funding in the last 25 
years. They warn that the agency is at risk of being unable to adequately fulfill the 
many statutory responsibilities that Congress has assigned it. While the call for more 
resources has been heard from many quarters, including some in Congress, some 
agency critics are concerned about inefficiencies within FDA and that it needs to do 
a better job managing its resources.^ 


' Institute of Medicine (lOM), The Future of Drug Safety: Promoting and Protecting the 
Health of the Public, Alina Baciu, Kathleen Stratton, Sheila P. Burke, Editors, Committee 
on the Assessment of the US Drug Safety System, Board on Population Health and Public 
Health Practice (Washington, DC: National Academies Press, 2006), p. 193. 

^ The Coalition for a Stronger FDA, at [http ;//www.fdacoaliti on.org], and the FDA Alliance, 
at [http://www.StrengthenFDA.org]. In December 2007 the boards of these two groups 
announced their intention to merge; details of the merger have not been finalized. Coalitions 
Lobbying for More FDA Money Are Merging, FDA Week, v. 13, December 14, 2007. 

' lOM, The Future of Drug Safety, 2006, p. 81 ; and, DeLauro Statement on FDA Science 
Board Report, December 3, 2007, at [http://www.house.gov/delauro/press/2007/December/ 
Science_Board_l 2_3_07.html] . 
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In general, former FDA Commissioners and interest groups argue that FDA is 
underfunded for its mission. Calls for cutting the FDA budget or maintaining it at 
the current level come from organizations, like CATO and the Hoover Institute, that 
propose limitations on FDA’s authority and, therefore, the need for funding. The 
main voices in support of FDA budget levels, past and present, have been 
representatives of the various presidential administrations. Over the last 25 years, 
incumbent FDA Commissioners, when asked during congressional hearings about 
the adequacy of the FDA budget, have testified that the budget is sufficient to 
accomplish the job before the agency. However, in non-congressional venues, those 
same Commissioners have expressed concerns about the constraints on FDA 
resources and that the agency’s core budget has not increased in concert with its 
rising responsibilities. They have expressed concern about whether the agency can 
continue to be considered the world’s premier consumer protection agency when it 
is forced to focus its priorities based on the current level of resources that it receives.'* 

This report examines FDA’s appropriations history and traces the evolution of 
the agency’s statutory responsibilities. TTie information is presented to help inform 
the ongoing discussion about FDA. CRS takes no position on whether the agency 
has in fact the necessary resources to meet all its statutory responsibilities. 

The report first provides an overview of FDA’s budget and personnel levels 
from FYl 980 through FY2007.’ That is followed by a more detailed examination of 
the budget and personnel level over the same period in each of the agency’s major 
activity areas. For each activity area, the report also summarizes the major pieces of 
legislation that have been enacted since FY 1 980. Unless noted otherwise, all budget 
data have been adjusted for inflation to permit comparison across the 28-year period 
under investigation. The information presented in this report is intended to facilitate 
an examination of the impact that congressional decision making has had on the 
ability of FDA to accomplish its public health mission. 


Agency Scope and Congressional Jurisdiction 

FDA regulates a wide range of products valued at more than $ 1 trillion in the 
U.S. economy. About 25% of American consumer dollars aue spent on these FDA- 
regulated products.® As one of the agencies within HHS that comprise the Public 
Health Service,’ FDA is responsible for the safety of most foods (human and animal) 


■* Andrew C. Von Eschenbach, State of the FDA, Food and Drug Law Journal, v. 62, 2007, 
p. 423-427; and, Jane E. Henney, Remarks of the Commissioner of Food and Drugs, Food 
and Drug Law Journal, v. 54, 1999. 

® Congress had not acted on FDA appropriations for FY2008 at the time this report was 
being prepared. Except for Figure 4, the figures in this report do not include FY2008 
budget or FTE levels. 

® Food and Drag Administration (FDA), “Frequently Asked Questions (FAQs),” at 
[http://www.fda.gov/opacom/faqs/faqs.htinl]. 

’ CRS Report RL34098, Public Health Service (PHS) Agencies: Background and Funding, 

(continued...) 
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and cosmetics. FDA also regulates both the safety and the effectiveness of human 
drugs, biologies (e.g., vaccines), medical devices, and animal drugs. 

The Federal Food, Drug, and Cosmetic Act (FFDCA), as amended, is the 
principal source of FDA’s authority.* The agency also derives some of its authority 
from certain provisions in other laws, most notably the Public Health Service (PHS) 
Act. Under the PHS Act, FDA licenses biological products’ and performs other 
activities, such as setting standards for mammography quality.'" An extensive list of 
the public laws that significantly affect FDA activities is in Table A4 in the 
Appendix. 

In addition to statutory responsibilities that directly involve product regulation, 
the FDA must also comply with statutory requirements affecting all or most federal 
executive agencies, regarding such matters as information management, strategic 
pla nnin g, performance measurement, financial management, property management, 
and human resources management." Additional requirements apply only to those 
agencies, including FDA, 4at have regulatory responsibilities.'* FDA’s role in 
implementing provisions of some general federal management laws is substantial. 
For example, the agency supports more than 50 advisory committees, most of which 
are mandated in statute and are subject to requirements of the Federal Advisory 
Committee Act.'* Also, the agency reports that in FY2006 it processed more than 
20,000 information requests pursuant to requirements of the Freedom of Information 
Act.” 

The congressional authorizing committees that oversee FDA activities are those 
with jurisdiction over public health issues: the Senate Committee on Health, 
Education, Labor, and Pensions, and the House Committee on Energy and 
Commerce. Because Medicare pays for FDA-regulated products, the agency also falls 
under the jurisdiction of the Senate Committee on Finance and the House Committee 


’ (...continued) 

by Pamela W. Smith, coordinator; Sarah A. Lister, Donna V. Porter, Bernice 
Reyes- Aldnbileje, Andrew R. Sommers, Ramya Sundararaman, Susan Thaul, and Roger 
Walke. 

* P.L. 75-717, 1938, currently 21 U.S.C. § 301 et seq. 

’ PHS Act § 351, 42 U.S.C. § 262. 

PHS Act § 354, 42 U.S.C. § 263b. 

" For a listing of these laws, see CRS Report RL30795, General Management Laws: A 
Compendium, by Clinton T. Brass . Examples of general management laws with which FDA 
must comply include the Government Performance and Results Act of 1993 and the Data 
Quality Act 

'* Examples of regulatory management laws with which FDA must comply include the 
Administrative Procedure Act and the Regulatory Flexibility Act of 1 980. 

" 5 U.S.C. Appendix. For more information, see “FDA Advisory Committees” at 
[http://www.fda.gov/oc/advisory/default.htm]. 

” 5 U.S.C. § 552. For more information, see FDA, “Freedom of Information Annual Report 
— Fy2006,” at [http://www.fda.gov/foi/foia2.htm]. 




346 


CRS-4 

on Ways and Means. Other committees that exercise oversight roles regarding FDA 
include the House Committee on Oversight and Government Reform, and the Senate 
Committees on Aging, Homeland Security and Governmental Affairs, and the 
Judiciary. 

The House and Senate Appropriations Subcommittees on Agriculture have 
jurisdiction over FDA’s appropriations. This arrangement reflects, in part, the 
agency’s origin within the Department of Agriculture as the Bureau of Chemistry in 
1862. Since 1940, FDA has administratively been part of federal health agencies, 
specifically HHS and its predecessors.” 

Advocates for increasing FDA fimding point to this jurisdictional separation of 
FDA appropriations decisions fi'om the rest of PHS and HHS as a contributing factor 
to alleged underfunding. In 2002, former Acting FDA Commissioner Michael 
Friedman recommended moving the FDA budget process from the purview of the 
agriculture appropriations subcommittees to the Labor, Health and Human Services, 
Education and Related Agencies subcommittees.” Five years later, former FDA 
Commissioner Frank Young raised the same concern and made the same 
recommendation in congressional testimony.” Former FDA Commissioner Jane 
Henney made a similar observation in February 2007: 

[TJhere are other things Congress can do that directly impact this agency’s 
resources ... if they ready wanted to look long and hard, FDA would no longer 
be under the purview of the Agriculture Appropriations Committees. Those 
people that serve on those committees do it with honor, but they do it primarily 
because of their interest in agricultural issues. By the time the allocations come 
out and the interest of the agriculmre areas are satisfied, there are very limited 
resources that the agency [FDA] can ever hope to receive out of that process. If 
somebody wanted to do something bold ... it would be looking at appropriations 
in an area that is more compatible ... with the interests of the members of that 
committee particularly the ones that oversee health issues.'* 


For histories of FDA and USDA, see their respective websites, at 
[http://www.fda.gov/opacom/backgrounders/miles.html] and [http://www.fsis.usda.gov/ 
About_FSIS/Agency_History/index.asp]. 

” Michael A. Friedman, “Strengthening the FDA,” Science, v. 298, December 20, 2002, p. 
2332. 

” Frank E. Young, statement before the Committee on Oversight and Government Reform, 
U.S. House of Representatives, May 1, 2007, p. 5, at [http://oversight,house.gov/ 
documents/20070501 193917.pdf]. 

'* Policy Workshop on Strengthening the FDA, Project on Scientific Knowledge and Public 
Policy, George Washington University School of Public Health and Health Services, 
Washington DC, February 2 1 , 2007, transcript at [http;//www.kaisemetwork.org/health_cast 
/uploaded_files/022 1 07_gwu_ workshop_transcript2 .pdf] . 
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FDA Budget and Personnel 
Overall FDA Budget 

The primary indicator of FDA resources is its budget. The agency’s FY2007 
total budget is approximately $2 billion.” The total FDA budget, also called the 
program level, consists of (1) direct appropriations and (2) other fimds (i.e., hmding 
from other sources that are acknowledged in the appropriations acts). Direct 
appropriations are the amount of hmds that Congress assigns to the agency from the 
annual total available for appropriations as set by the budget committees. Other 
funds include reimbursables, cooperative research and development agreement 
(CRADA) resources, intra- and inter-agency services (such as the Parklawn 
Computer Center), mammography fees, color certification fees, export certification 
fees, prescription drug user fees, medical device user fees, and animal drug user fees. 

FDA annually prepares budget data for Congress that it presents in the 
Justification ofEstimates for Appropriations Committees (Justification) documents. 
FDA transmits its draft through HHS to the White House Office of Management and 
Budget (0MB). The final Justification documents, reflecting any HHS and 0MB 
adjustments, are published with the President’s annual budget request to Congress. 
The ^n?L\ Justifications are the major source of FDA budget figures and tables in this 
report. Like most federal agencies, FDA has, over time, reorganized its structure, 
activities, and budget accounting, which makes historical budget analysis a difficult 
endeavor. For further information on the difficulties in compiling a budget history 
of the agency, and the steps taken to address those problems in this report, see the 
Methodology section in the Appendix. 

Until FY1992, direct appropriations formed over 95% of FDA’s total program 
level, with other funds contributing the small remainder. A shift began in FYl 992 
when Congress authorized; (1) the assessment and collection of user fees fi-om 
pharmaceutical manufacturers for the review of human drug and biologies 
applications, and (2) fees for the inspection of mammography facilities. Congress 
subsequently authorized the collection of user fees for the review of medical device 
applications in FY2002 and animal drug applications in FY2004. By FY2007, other 
funds, primarily user fees, accounted for almost a quarter of FDA’s total program 
level budget. 

Another indicator of agency resources is personnel, available in the Justification 
documents as the number of full-time equivalent employees (FTEs). This is, 
however, an imperfect measure of personnel strength because it is not weighted by 
type of position, pay grade, or responsibility, each of which would provide a different 
measure of the agency ’s human resources. FDA has described how adjusting salaries 
for standard measures of inflation is inadequate because of the unique elements of 
its staff expenses, such as higher than average employee salaries, cost of health and 


" FDA Operating Plan for FY2007 (March 2007), reflecting final funding levels under P.L. 
1 10-5, Revised Continuing Appropriations Resolution, 2007. 
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retirement benefits, and resources required for recruitment and retention.^® FTE 
numbers do not include contractors and, therefore, arguably provide only a partial 
measure of workforce strength. If FDA’s use ofnon-employee workers has changed 
during the 28-year period covered in this report, the numbers of FTEs may be an 
inaccurate measure of agency personnel strength if viewed in this light. 

Figure 1 shows the total FDA budget (i.e., program level) for FY1980 through 
FY2007 adjusted to FY2000 dollars.^* FDA program level is composed of direct 
congressional appropriations, what FDA calls budget authority, and other funds.^^ 
Using constant FY2000 dollars allows comparisons of purchasing power over the 28- 
year period. The stacked bars of the figure show the two broad sources of budget 
dollars: direct appropriations and other funds (primarily user fees). The figure also 
provides FTE data over the same fiscal years: FTEs funded by budget authority and 
total FTEs funded at program level (budget authority plus other funds, primarily user 
fees). 


“ FDA, PDUFA IV proposal, and “PDUFA Fact Sheet,” January 11, 2007, at 
[http;//www.fda.gov/oc/pdufa4/factsheet01 1 107.html]. 

“Total Non-Defense” deflators were used from Table 10.1, Gross Domestic Product and 
Deflators Used in the Historical Tables: 1940-2012, found in Historical Tables, Budget of 
the United States, Fiscal Year 2008, p. 192-193. 

Direct congressional appropriations and funds from user fees (often called offsetting 
collections) both provide budget authority to FDA. The agency, however, refers to 
congressional appropriations as budget authority, but not user fee-related sources of funding 
(which also provide budget authority but are referred to as user fees by FDA). 
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Figure 1. FDA: Budget and FTEs 
(Constant FY2000 $) 



IBudgetAitho%^^OBierFuiid^^~^^iidg«tA»J#iori^^rE^^— Tola|F^^ 


Source: FDA Justification of Estimates for Appropriations Committees documents. 

Notes: Total FTEs = Budget Authority FTEs + User Fee FTEs. Program Level $ = Budget Authority 
S + User Fees $. FY2007 data is based on a continuing resolution and therefore does not reflect fin^ 
action by Congress. 


As can be seen in Figure 1, inflation-adjusted budget authority was relatively 
flat from FY1980 to FY1988, began to increase from FY1989 until FY1993 when it 
leveled off, coincident with the introduction of user fees in 1993. Figure 1 also 
shows a decline in budget authority FTEs occurred from FY1993 to FY2001, 
although the total FTEs remained relatively constant due to positions frmded by user 
fees. 


Congressional intent in authorizing user fees was that these fees would 
supplement — rather than replace — resources provided by Congress to FDA. Level 
funding from Congress — without allowances for inflation, mandatory salary and 
health insurance increases, as well as other workload-related unftmded mandates — 
has resulted in declines in FTEs in areas of the agency that do not receive 
supplemental user fees. A 2002 Government Accountability Office (GAO) report on 
the impact of user fees resulting from the Prescription Drug User Fee Act (PDUFA) 
states that: 

According to FDA officials, the agency reduced staffing levels ... to cover the 
costs of unfunded pay raises. From fiscal years 1994 through 2001, FDA paid 
about $250 million to cover mandatory federal pay raises for which it did not 
receive increases in its appropriations. ... [T]his situation reduced the agency’s 
ability to support activities not funded by PDUFA. FDA reduced the staffing 
levels for non-PDUFA activities each year, leaving the agency fewer resources 
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to perform its other responsibilities. For example, in its budget justification for 
fiscal year 2002, FDA reported that inspection of medical device manufacturers 
has decreased and the agency does not routinely inspect the manufacturers of 
lower-risk products. Although FDA staffing in fiscal year 2001 was about the 
same as in fiscal year 1992, about 1,000 more FTEs were allotted to drug and 
biologic review activities in fiscal year 2001 and about 1 ,000 fewer FTEs were 
allotted to other FDA programs that ensure food safety, approve new medical 
devices such as heart valves and pacemakers, and monitor devices once on the 
market.^^ 

Figure 1 also shows that budget authority and FTEs increased markedly 
between FY2001 and FY2002, coincident with increased emergency funding 
following the domestic terrorist attacks. However, during the FY2002 through 
FY2007 period, while budget authority remained flat and other funds increased, FTEs 
once again declined. 

In a related matter, the 2002 GAO report expressed concern about attrition 
among FDA staff which it found to be noticeably greater than in similar disciplines 
at the National Institutes of Health (NIH) and the Centers for Disease Control and 
Prevention (CDC).^"* The 2002 GAO rejjort states that: 

[T]he agency continues to experience high turnover for reviewers because of the 
high demand for regulatory review personnel in the pharmaceutical industry and 
the higher salaries that experience FDA reviewers can obtain in the private 
sector.... FDA officials reported that to retain experienced staff with certain 
skills, they have increased the pay for approximately 250 [product] reviewers. 
Specifically, FDA conducted studies of staff turnover and found that 
toxicologists, pharmacologists, pharmacokinetists, and mathematical statisticians 
were leaving FDA to work in private industry and academia for higher salaries. 
Under [federal personnel] regulations, FDA is authorized to pay retention 
allowance of up to 1 0 percent of an employee’s basic pay to a group or category 
of employees in such circumstances.” 

The GAO report also found that “FDA reviewers, particularly those in CBER 
[Center for Biologies Evaluation and Research], did not participate in training and 
professional development activities ... to ensure that the agency meets PDUFA 
goals.”” The 2006 lOM report commented on the attrition of FDA personnel by 
stating that “although one explanation for the turnover is that FDA staff leave for 
promising opportunities in industry ... it is possible that turnover is indicative of a 
less-than-ideal organizational culture that requires attention.”^^ 


” U.S. General Accounting Office, Food and Drug Administration Effect of User Fees on 
Drug Approval Times, Withdrawals, and Other Agency Activities, GAO-02-958, September 
2002, p. 17-18. 

“Ibid., p. 21-23. 

“Ibid., p. 21-22. 

“Ibid.,p. 23. 

lOM, The Future of Drug Safety, 2006, p. 8 1 . 
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A potential indicator of the difficulty FDA has in keeping experienced staff is 
the agency’s issuance of retention bonuses to some employees. This practice is 
controversial and is under investigation by the House Committee on Energy and 
Commerce: 

The payments ... attracted bipartisan criticism from lawmakers ...[who] say that 
at the FDA, many of the bonuses went to the highest-paid officials rather than the 
scientists, inspectors and doctors most at risk of jumping to the private sector. 

To critics, the payments bore little relationship to the agency’s performance and 
reputation or to the likelihood that someone might depart. Agency officials 
disagree and call the program a success.... In 2002, the FDA lost 1 2 to 1 3 percent 
of its employees, while in 2006, with the bonus program in place, it lost 5 
percent. ... The bonuses — which are funded in part with fees paid by industry for 
product reviews — bring no guarantee of retention.^ 

Comparison of FDA Budget with Other Agencies 

Figure 2 compares the funding, over time, for FDA, NIH, and CDC, the primary 
federal agencies with public health duties. 

Figure 2. Budget Authority for FDA, CDC, and NIH 
(Constant FY2000 $) 
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Source: Office of Management and Budget, Budget Authority 51e, Public Budget Database, Budget 
of the United States Government, Fiscal Year 2008. Data available on the 0MB website at 
[http:/ywww.whitehousc.govyomb/budget/fy2008/db.hlm]]. Does not include FDA offsetting 
collections (user fees), which have provided an additional 20% to 25% to the FDA budget in recent 
years. 



John Solomon and Marc Kaufinan, “FDA’s Retention Bonuses Rise to the Top,” The 
Washington Post, August 2, 2007, p. Al. 
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In FY 1 980, as shown in Figure 2, CDC and FDA had similar funding and NIH 
funding was sevenfold greater than the other two agencies. Since FY1980, Congress 
has increased the budget ninefold for CDC, almost fourfold for NIH and about 
twofold for FDA (in FY2000 adjusted dollars). Other regulatory agencies similar to 
FDA that are science-based and health-related, such as the Environmental Protection 
Agency (EP A), the Occupational Safety and Health Administration (OSH A), and the 
Consumer Products Safety Commission (CPSC), have received flat or declining 
budgets (adjusted for inflation) over this same time period.” 

Concerns raised in the late 1970s about the cumulative effects of federal 
regulations on business resulted in the substantial changes made by the Reagan 
Administration in the 1 980s in “how federal agencies develop and publish rules, and 
the degree to which federal regulations were overseen by the Executive Office of the 
President.”’” The relatively flat funding experienced by FDA and other regulatory 
agencies may in part be due to the Reagan regulatory reform efforts combined with 
attempts to control federal spending and shrink the overall size of government. 

Former FDA Commissioners, speaking on various public panels, have addressed 
a perceived need for increasing FDA funding.’' In prepared testimony for a May 1, 
2007 hearing before the House Committee on Oversi^t and Government Reform, 
four former FDA Commissioners, Donald Kennedy, Frank Young, David Kessler, 
and Jane Henney, all agreed that FDA is underfunded. Dr. David Kessler made the 
following observations on the funding Congress has provided for NIH, CDC and 
FDA. 

While Congress has attempted to provide resources for burgeoning public health 
needs on other fronts, support for the FDA has faltered in comparison. In 1986, 
FDA’s budget was comparable to 97% of the budget for CDC and 8% of the 
NIH’s budget. By [2006], it had dropped to 28% of CDC’s budget and 5% of 
NIH’s. Significantly, while the NIH’s budget to fund the research that leads to 
discoveries that ultimately fill the FDA’s drug pipeline has doubled over the last 
five years, FDA’s budget has not grown.“ 


” For EPA, see Figure 1 in CRS Report RL32856, Environmental Protection Agency: 
Appropriation for FY2006, by Robert Esworthy and David Bearden; for OSHA and CPSC, 
see budget data available on the OMB website at [ht1p;//www.whitehouse.gov/ 
omb/budget/fy2008/db.htnil]. 

CRS Report RL32356, Federal Regulatory Reform: An Overview, by Curtis Copeland. 

” Remarks by former FDA Commissioners Jane Henney, Donald Kennedy, and Frank 
Y oung at the Policy Workshop on Strengthening the FDA, the SKAPP Project on Scientific 
Knowledge and Public Policy, George Washington University School of Ihrblic Health and 
Health Services, Washington DC, February 21, 2007, transcript at 

[http://www.kaiseraetwoik.orgdiealth_cast/uploaded_files/022 1 07_gwu_workshop_trans 
cript2.pdfl; and Remarks by former FDA Commissioners David Kessler and Mark 
McClellan at “Public Policy Implications of the Food and Drug Administration 
Revitalization Act (FDARA),” Center for Congressional and Presidential Studies, American 
University School of Public Affairs and FORA.tv, Washington DC, September 12, 2007. 

” David Kessler, “FDA’s Critical Mission and Challenges for the Future,” testimony before 
the U.S. House of Representatives, Committee on Oversight and Government Reform, May 

(continued...) 
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On this same point, former Acting FDA Commissioner Michael Friedman made 
the following observations: 

It is myopic to fund a minimal FDA when we have doubled the NIH budget 
roughly every 10 years for the past 40 years ... or when the pharmaeeutieal 
industry aimually invests more than $30 billion in research and development. 
Beeause regulatory review is the final common pathway for all translational 
medicine, this laek of resources is rate-limiting. I cannot predict everything that 
our citizens demand from FDA, but I am sure they are not currently getting it. 

The issue is not what the FDA “needs;” it is rather what the American public 
deserves.^’ 

The 2006 lOM on drug safety report notes that over the years various groups 
have examined the same questions about the FDA and its budget and have made a 
variety of proposals and recommendations to improve the agency which have not 
been fully implemented. The lOM report goes on to state that: 

A primary obstacle ... may be the chronic underfunding of core FDA activities 
owing to inadequate attention to resource needs by Congress and the Office of 
Management and Budget.^^ 

Some Members of Congress also have expressed concern over the FDA funding 
level, and have voiced their fiustration at the inability to obtain clarification fi-om the 
agency on the adequacy of the FDA budget. A source of apparent fiustration to 
those Members, including some who serve on the appropriations subcommittees and 
have indicated their willingness to increase appropriations to the agency, are the FDA 
officials who, year after year, neither ask for increased fimding in their testimony, 
nor, in response to Members ’ questions, acknowledge what some observers perceive 
to be the agency’ s needs for additional resources. F or example, in written testimony 
regarding the F Y2004 proposed budget, FDA Commissioner Mark McClellan stated: 

We believe our budget request will allow FDA to fund ongoing operations at the 
cutrent level and also support more than 1,000 recently hired investigators and 
analytical staff to fight counterrorism [sic].... The President’s 2004 Budget was 
developed wi thin a framework that set a proposed total for discretionary 
spending in 2004, and each agency and program request reflects the 
Administration’s relative priority for that operation, activity or program.” 

fit contrast to the above testimony which occurred when he was Commissioner, 
former FDA Commissioner Mark McClellan made the following statement at a 


” (...continued) 

1, 2007, p. 2, at [http://oversight.house.gOv/documents/20070501 193354.pdf], 

” Friedman, Strengthening the FDA, 2002, p. 2332. 

” lOM, The Future of Drug Safety, p. 1 8. 

” Written testimony of Mark McClellan, M.D., Ph.D., Commissioner of the Food and Dmg 
Administration, in U.S. Congress, House Committee on Appropriations, Subcommittee on 
Agriculture, Rural Development, FDA, and Related Agencies, FY2004 FDA Budget 
Request, hearing, lOS* Cong., 1” sess., March 6, 2003, available at [http://www.fda.gov/ 
ola/2003/fy2004budget.htnil]. 
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March 2007 hearing of the Senate Conunittee on Health, Education, Labor, and 
Pensions: 

First, the FDA will need significantly greater appropriations to improve 
post-market safety. The FDA is over-stretched, and a lack of trained staff and 
technical capabilities to perform the oversight necessary on thousands of 
prescription drugs is an even more pressing issue than providing the FDA with 
new regulatory authorities, 

Current FDA Commissioner Dr. Andrew von Eschenbach provided the following 
statement when commenting on the adequacy of the FY2008 budget at a Senate 
Appropriations Committee hearing: 

These resources are an essential step in building a 2 1 " century FDA that responds 
to the new opportunities and new challenges of science and technology. Our 
budget allows FDA to strengthen the tools we use to ensure the safety of foods, 
evaluate new products, and better predict — earlier and more accurately — the 
safety and efficacy of drugs, biologies and medical devices. With these 
resources, we will work to ensure that Americans enjoy the benefits of 
personalized medicine, a safe and wholesome food supply, and the promise of a 
better, healthier future.” 

The lOM committee that worked on the 2006 drug safety report also was not 
able to ascertain the agency’s funding requirements: 

Convention dictates that federal agencies do not publicly articulate resource 
needs that differ from those offered in the President’s budget, so the [lOM] 
committee was unable to understand fully what ... FDA leadership estimBte[s] is 
needed to meet current objectives, let alone the expanded responsibilities the 
committee envisions for the future.” 

In his May 1, 2007 testimony, former Commissioner Donald Kennedy 
confirmed this point: 

I hope you and your staff will be diligent about pursuing FDA resource needs. 

But you may have to rely on grizzled veterans like me, because budget authorities 
at HHS and OMB specifically prohibit present officials in the agency from 
speaking out publicly about the need for more funding.... [Tjt is important that 
Americans know, when they hear FDA officials say they are satisfied with their 


” Testimony of Mark McClellan, M.D., Ph.D., former FDA Commissioner, in U.S. 
Congress, Senate Committee on Health, Education, Labor and Pensions, Prescription Drug 
Safety and User Fees, hearing, 110“" Cong,, 1“ sess., March 14, 2007, available at 
[http://www.cq.com]. 

” Statement of Andrew von Eschenbach, M.D., Commissioner of the Food and Dmg 
Administration, in U.S. Congress, Senate Committee on Appropriations, Subcommittee on 
Agriculture, Rural Development, FDA, and Related Agencies, hearing, 1 lO* Cong., 1 ” sess., 
February 27, 2007, available at [http://www.fda.gov/ola/2007/budget0227.html]. 

”Ibid.,p. 199. 
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budget allocations, that they have their fingers crossed underneath the witness 

table.’’ 

Like all federal agencies, FDA’s budget history reflects both Administration 
requests and congressional decisions on appropriations. In general, current and 
previous Administrations have not argued before Congress for increased FDA 
funding over the years. In some situations, however. Congress has decided to grant 
additional funds to agencies above an Administration’s request. For example, the 
relevant House and Senate appropriations bill reports demonstrate that Congress has 
often chosen to increase NIH funding when the Administration has not requested 
additional appropriations. Congress is supported and encouraged in its efforts to 
increase the NIH budget by various heal^ and research advocacy groups which 
promote their individual causes. 

Some agencies are able to bypass budget adjustments made by HHS and 0MB 
via alternative mechanisms. For example, the National Cancer Institute (NCI) at NIH 
is mandated by the National Cancer Act of 1971 (P.L. 92-218) “to 
prepare and submit, directly to the President for review and transmittal to Congress, 
an annual budget estimate (including an estimate of the number and type of personnel 
needs for the Institute) for the National Cancer Program, after reasonable opportunity 
for comment (but without change) by the Secretary, the Director of NIH, and the 
Institute’s advisory council.”’® The so-called NCI Bypass Budget received by 
Congress describes the increase required to maintain NCI’s present level of 
operations and the increases required to expand existing initiatives.” Similarly, CDC 
has prepared a “Professional Judgement” budget in response to requests from a 
congressional appropriations committee.’^ 

A regulatory agency, such as the FDA, may be perceived as an impediment to 
achieving the goals of advocacy groups concerned with the expeditious approval of 
new drugs or devices for the treatment of specific diseases. However, when a drug 
or device adverse event occurs, there is heightened concern about FDA’s approval 
process. In general, attention to FDA’s state of affairs seems to be dependent on 
reaction to crisis. The public and Congress tend to focus on the agency when its 
regulatory processes fail to meet their expectations. This phenomenon is perhaps 
best exemplified by the thalidomide episode in 1962.” However, even significant 


” Donald Kennedy, testimony before the U.S. House of Representatives, Committee on 
Oversight and Government Reform, May 1, 2007, p. 4, at [httpi/Zoversight.house.gov/ 
documents/200705021 10032.pdf|. 

“ Public Health Service Act, Section 413(b)(9). 

*' U.S. Department of Health and Human Services, National Institutes of Health, National 
Cancer Institute, The Nation 's Investment in Cancer Research: A Plan and Budget Proposal 
for Fiscal Year 2008, October 2006, NIH Publication Number 06-6090, p. 40, at 
[http ://plan. cancer. gov/pd&nci_2008_plan .pdf] . 

” Centers for Disease Control and Prevention, Professional Judgement for Fiscal Year 2008, 
April 20, 2007, at [http://www.fundcdc.org/documents/CDCFY2008PJ_000.pdfl. 

” Philip J. Hilts, Protecting America 's Health: the FDA, Business, and One Hundred Years 

(continued...) 
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legislative solutions, such as the Kefauver-Harris Drag Amendments of 1 962 (which 
required demonstration of effectiveness prior to drag approval), were not 
accompanied by an increase in funding for FDA. In his history of FDA and its 
regulation of the pharmaceutical industry, Philip J. Hilts, referring to passage of 
Kefauver-Harris, reported that: 

Unfortunately, when Congress took this step forward, getting serious about 
science and testing to protect the public, it did what it had often done before: it 
voted to give the agency new duties and responsibilities while failing to provide 
the money to allow the agency to carry them out. The error would cause years 
of dissension and trouble, and would not be remedied for three decades.^ 

Presumably, the remedy Hilts is referring to is PDUFA and the implementation of 
user fees by FDA in 1 993. Some critics argue that user fees have not solved FDA’s 
funding problems and have led to additional complications for the agency.'*’ On the 
other hand, perhaps the way the agency has been managed and the resource structure 
imposed by statute are contributing to the agency’s perceived problems in 
accomplishing its mission. 

FDA Activity-Area Budgets 

FDA is organized into six centers, which cover the broad activity areas for 
which the agency has responsibility, and two offices that perform agency-wide 
functions.^’ The traditional activity areas are somewhat parallel to the current 
centers. FDA’s major activity areas are: Foods; Human Drags; Biologies; Animal 
Drags and Feeds; and, Medical Devices and Radiological Health. 'This report focuses 
on the activity areas rather than the centers, to be consistent with the presentation in 
the historical Justification documents. Center names and their activity area 
responsibilities have changed over time to reflect shifts in agency organization, but 
the agency’s activity areas have stayed fairly constant over fte past 25 years. 

Although FDA consistently reports its budget recommendations broken out by 
activity areas, it is not possible, using the publicly available Justifications, to 
determine whether these categories have always included the same activities. 


(...continued) 

of Regulation, Alfred A. Knopf, New York, 2003, 

‘“Ibid.,p. 165. 

Frank E. Young, testimony before the U.S. House of Representatives, Committee on 
Oversight and Government Reform, May 1, 2007, p. 4. at [http://oversight.house.gov/ 
documents/20070501 193917.pdf]; and, Rena Steinzor and Margaret Clune, “The Hidden 
Lesson of the Vioxx Fiasco: Reviving a Hollow FDA,” Center for Progressive Reform, 
October 2005, at [http://www.progressivereform.org/articles/Vioxx_514.pdfl. 

The Center for Biologies Evaluation and Research (CBER), Center for Devices and 
Radiological Health (CDRH), Center for Drug Evaluation and Research (CDER), Center for 
Food Safety and Applied Nutrition (CFSAN), Center for Veterinary Medicine (CVM), 
National Center for Toxicological Research (NCTR), Office of the Commissioner (OC) and 
the Office of Regulatory Affairs (ORA). The organization tables of FDA overall and its 
components are available at [http://www.fda.gov/opacoin/7org.html]. 
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Therefore, as with other federal agencies, it is not always possible to accurately 
compare categories of budget or staffing over long periods of time. An example of 
this, as discussed below, is the changing pkcemeot of Biologies in the agency’s 
budget. Biologies was encompassed for a time within the Human Drug budget, and 
FDA’s Justifications provide no means of separating the two activities. This report 
contains the most consistent accounting that was possible from the information 
provided in the FDA Justifications fi For further information on the difficulties in 
compiling a budget history of the agency, and the steps taken to address those 
problems in this report, see the Methodology section in the Appendix. 

The Office of the Commissioner and the National Center for Toxicological 
Research do not have direct regulatory responsibilities and, therefore, are only 
described briefly in this report. Their funding and personnel are included, however, 
in the FDA totals. The Office of Regulatory Affairs (ORA) conducts FDA’s 
compliance activities, including inspection and enforcement, across all activity areas. 
The agency’s budget justification documents allocate ORA funding to each activity 
area as “field activities.” 


Table 1. Summary of increase in Total Budget and FTEs, FY1S80 
and FY2006 (Constant FY2OO0 $) 


■SSIBEiB 

Measure 

FYI980 

: FY2006 

% iacreass 

Food 

Budget 

FTEs 

$188,967,000 

2,408 



Human Drugs 

Budget 

FTEs 

$143,292,000 

>2,102 



Biologies 

Budget 

FTEs 

$44,004,000 

507 


285.3% 

93.1% 

Animal Drugs & 
Feeds 

Budget 

'■■■’'I- ^8- 

f $46, "688, 000 

tfi. . ' 516 



Devices & 
Radiological 

Health 

Budget 

FTEs 

$97,427,000 

1,399 

$218,732,000 

1,498 

!24.5% 

7.1% 

FUA Total* 

Budget 

FIfs 

$6-'S,271,000 

8,182 

$1,597,508,000 

9,698 



Source: FDA Jmtification of Estimates for Appropriations Committees documents. 

Nate; Detailed unadjusted budget amounts and FTE numbers can be found in this report’s Appeudfa:, 
Table A2, and Table A3. 

a. Activity area numbers do not add to FDA totals becmise not all FDA functions ate included. 


FDA cited constraints on its staff time and indicated that it would only be able to provide 
data for recent years. 
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After adjusting for inflation, FDA’s total budget increased by 136.6% between 
FY1980 and FY2006 (see Table 1). Over the same period, total FTEs increased by 
1 8.5%. Each activity area within the agency reflects a greater increase in budget than 
in FTEs during the period. As noted above, tracking FTEs is typically an imperfect 
measure of changes in an agency’s level of effort over time.'** A variety of factors 
might account for the differing rates of growth of FDA’s budget and staffing. A 
precise accounting of the possible causes of these diflerences was not available in 
FDA Justifications.^^ Further exploration of the reasons for the differing rates 

of growth in budget and FTEs is, however, beyond the scope of this report. 

Figure 3 compares the FDA budgets for FY1980 and FY2006, displaying the 
major activity area budgets relative to each other and to the whole agency. The figure 
also illustrates the relative proportions of the activity-area budgets that user fees 
finance. In FY2006, user fees comprised 41% of the Human Drugs budget, 30% of 
Biologies, 8% of Animal Drugs and Feeds, 14% of Devices and Radiological Health, 
and 0% of Foods. The proportion of the total FDA budget provided in direct 
appropriations as budget authority was 96% in FY1980 and 80% in FY2006. 

Figure 3. FDA Budgets for FY1980 and FY2006, by Major 
Activity Area and Type of Funding 


FY1980 FY2006 



Solid s Budget Authority 
Lined > Other Fundi or User Feel 

Source: FDA Justification of Estimates for Appropriations Committees documents. 

Notes: Total FDA budget without adjustment for inflation was $340 million in FY1980 and $1,863 
million in FY2006. “Animal Dmgs” is Animal Drugs and Feeds, and “Devices” is Devices and 
Radiological Health. 


** See discussion of FTEs beginning onp. 5. 

** The authors requested further information from FDA which, as of the date of this report, 
has not been provided. 
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Impact of New Statutory Authorities on FDA Budget 

New statutory authorities, assigned to specific FDA activity areas, frequently 
mandate initiatives without resources for implementation. The implementation of 
major new initiatives requires adequate time and resources to meet congressional 
intent. Former FDA Commissioner Frank Young indicated that, while he was 
Commissioner, there were “mandates for 22 new activities without accompanying 
appropriations,” which he categorized as unfunded mandates.^" He also attested to 
the difficulty for the agency in the implementation of new statutory language. In the 
case of implementing the Hatch-Waxman Act for the expeditious evaluation of 
generic drug products, he stated the following; 

[Tjhere were major problems in the development of procedures within FDA, 
inadequate resources available for crafting the regulations, and difficulties in the 
implementation of the initial ANDA [Abbreviated New Drug Application] 
processes. Similarly, there were substantial budgetary needs for adequate 
enforcement of procedures, for approval of products developed by industry 
during the initial implementation of the act. The agency was in uncharted 
water.^' 

Likewise, implementation of the FDA Modernization Act of 1997 (FDAMA), 
required the agency to “develop 42 new regulations, 23 guidances and numerous 
reports and studies,” many within a year.“ At the time, HHS Secretary Shalala 
commented on the complications and costs of carrying out the effort, which she 
estimated to be $50 million.” 

The $1.58 billion that FDA has collected in prescription drug user fees since 
FY1993 has helped the agency improve the timeliness of its drug review process. 
These benefits may mask what some FDA advocates see as PDUFA’s distorting 
effects on within-activity-area budgeting. Congress included in PDUFA an important 
limitation, often referred to as a trigger, to ensure that the user fees would supplement 
rather than supplant appropriated funds. To collect and spend the drug user fees, FDA 
must maintain at least the same level of effort on activities related to human drug 
review as it had before PDUFA. That limitation would not affect other parts of the 
FDA budget if other funding were to keep pace with both inflation and the needs of 
the agency. However, according to FDA documents and the observations of external 
experts, FDA’s financial situation has changed over the 15 years since PDUFA 
began. FDA has had to use directly appropriated funds to keep the PDUFA-related 
activities at least constant over time, thereby diverting those funds fi'om other uses. 


” Frank E. Young, testimony before the U.S. House of Representatives, Committee on 
Oversight and Government Reform, May 1, 2007, p. 6, at [http://oversight.house.gov/ 
documents/20070501 193917.pdf]. 

Ibid. 

Jill Wechsler, “The ‘R’ in CDER and CBER,” Pharmaceutical Technology, April 1998, 
p. 14. 

” Ibid. 
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FDA financial reports, required under PDUFA, have claimed that this unanticipated 
PDUFA effect has result^ in “an erosion of core FDA programs.”^'’ 

FDA Regulatory Research 

The research program at FDA provides scientific support for regulatory issues 
addressed by the agency. Research has been a part of the agency almost from the 
time of its inception in 1906.^^ All five FDA activity areas support research with 
Foods conducting the largest program, followed by Biologies, Devices and 
Radiological Health, Animal Drugs and Feeds, and Human Drugs, which has a very 
small research program. Research performed in the five FDA activity areas 
comprises about 50% of the FY2006 FDA research budget. Other entities within 
FDA that perform research are the National Center for Toxicological Research 
(33%), Office ofOrphan Products ( 1 1 %), Program Management (3%), and Buildings 
and Facilities (3%).“ Figure 4 shows the amount of support for research within the 
five FDA activity areas from FY1993 through FY2008. 


” See discussion of “triggers” in Human Drugs section of this report, as well as the FDA 
White Paper Prescription Drug User Fee Act (PDUFA): Adding Resources and Improving 
Performance in FDA Review of New Drug Applications, at [http://www.f<ia.gov/oc/pdufa/ 
whitepaperll-lO/whitepaperll-lO.html], and the FY200I PDUFA Financial Report, at 
[http://www.fda.gOv/oc/pdufa/finreport2001/fiiiancial-fy2001 .htm], and i\ieFY2000 PDUFA 
F’/r7anc/a/f?e/)orf,at(http://www.fda.gov/cder/pdufa/financial-fy2000.htm],andtheF'y/99P 
PDUFA Financial Report, at [http://www.fda.gov/oc/oms/ofm/accounting/pdufa/1999 
Report.htm]. 

” The Bureau of Chemistry established a Food Research Laboratory shortly after it was 
created in 1 906 within the Department of Agriculture. See the Science Board Subcommittee 
on FDA Research, “Recommendations to the Science Board of the Food and Drug 
Administration,” Final Draft Report, March 13, 1997, Appendix D, “An Abbreviated 
History of at Least Four Decades of Efforts to Upgrade the Quality of Science in the FDA,” 
at [http://www.cfsan.fda.gov/~fif/sxsbrd.htinl]. 

FDA research budget data from RAND Corporation RaDiUS database, November 7, 
2007. RaDiUS, which stands for “Research and Development in die United States,” tracked 
all research and development activities and resources of the government from FY1993 
through FY2008. Information about the RaDiUS database can be found at 
[https://radius.rand.org/radius/index.html]. 
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Figure 4. FDA Research in Five Activity Areas (Constant FY2000 $) 



Sources: FDA research budget data was provided by Donna possum of the RAND Coiporation using 
the RaDiUS database on November 7, 2007. Data collection for RaDiUS began with FY1993. FDA 
data collected for FY2006 through 1^2008 were received by RAND from FDA Office of Budget 
Formulation and Presentation (OBFP) via Edward King, HHS Office of the Assistant Secretary for 
Management and Budget, in March 2007. Amounts for Foods for FY2006 through FY2008 were 
adjusted per personal communication with Robert Miller, FDA-OBFP, on November 19, 2007. 


The appropriate role of research in fillfilling FDA’s mandate to license and 
approve safe and effective products has been a contentious issue at least since the 
early 1970s.’’ At the request of former Deputy Commissioner for Operations 
Michael Friedman, a review of FDA research was conducted in 1996 by a 
subcommittee of the FDA Science Board. The Chairman of the subcommittee, Dr. 
David Kom, stated that “Congress has not been asked to support research explicitly; 
[research] has always been buried in the agency’s budget.”’® Dr. Kom suggested that 
it would require a major educational effort by industry to convince Congress that 
research is essential to the function of FDA because “industry is, in a sense, the 
FDA’s customer,” and “if the thrust came fi’om industry, it would carry weight with 
the Congress.”” The final report of the subcommittee, dated March 1997, stated that: 

The decreasing agency [research] budget is of overarching concern. Although 
there is general appreciation of the fact that in times of constrained resources the 
agency must take particular care that its mandated regulatory responsibilities are 
competently discharged, there is a widely held perception among agency 


” Charles Marwick, “FDA Funding Problems Imperil Safety of Biological Products in the 
United States,” Journal of the American Medical Association, March 25, 1998, p. 899-901. 

’* Ibid.,p. 900. 

” Ibid., p. 901. 
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scientists that the research programs do not have strong advocacy at the highest 
levels of agency leadership and are front-line targets for curtailment or 
elimination as discretionary resources decline. The subcommittee believes 
strongly that starving the agency’s base of intramural scientific expertise must 
inevitably compromise the quality of review and regulatory activities.'’" 

The role of FDA research and the level of resources required for its support 
continues to be identified as an issue for the agency. During the May 1, 2007, 
congressional hearing, the former Commissioners specified the lack of financial 
support for the research program at FDA as a major concern. Former commissioner 
Frank Young stated that “research at CBER has been eviscerated through a recent 
reorganization and is almost non-existent in CDER. To maintain the expertise 
necessary for expeditious but highly competent decisions on new breakthrough 
products,... it is essential to have a well trained scientific staff that is given the time 
to not only maintain scientific expertise but to pursue career development in their 
chosen field of science.”"' On this same point, former commissioner David Kessler 
stated that: 

The erosion of funding has stmck hard at the Agency’s ability to support its 
proud tradition of groundbreaking research in regulatory science. While in the 
past, the Agency led the way in developing new scientific paradigms for 
approving biologies and assessing food contaminants — to the benefit of both 
industry and consumers — resources for FDA to lend its intellectual firepower 
to addressing key regulatory questions are increasingly scarce.” 

FDA Science Board Report 

A report that assessed “whether science and technology at the FDA can support 
current and future regulatory needs” was released in November 2007."’ The report 
was requested by FDA Commissioner Andrew von Eschenbach in December 2006 
and was prepared by the FDA Science Board, a group of independent advisors. It 
found that FDA “suffers from serious scientific deficiencies and is not positioned to 
meet current or emerging regulatory responsibilities.”"* The report points at two 
reasons for the deficiency: the demands on FDA have soared, and resources have not 
increased in proportion to the demands. It states that “due to constrained resources 


"" The Science Board Subcommittee on FDA Research, “Recommendations to the Science 
Board of the Food and Dmg Administration,” Final Draft Report, March 13, 1997, at 
[http;//www.cfsan.fda.gov/~frf7sxsbr.html]. 

Frank E. Young, testimony before the U.S. House of Representatives, Committee on 
Oversight and Government Reform, May 1, 2007, p. 3, at [http://oversight.house.gov/ 
documents/20070501 193917.pdf]. 

” David Kessler, “FDA’s Critical Mission and Challenges for the Future,” testimony before 
the U.S. House of Representatives, Committee on Oversight and Government Reform, May 
1, 2007, p. 3, at [http://oversight.house.gOv/documents/20070501 193354.pdf]. 

FDA Science Board, Subcommittee on Science and Technology, FDA Science and 
Mission at Risk, November 2007, at [http://www.fda.gov/ohTms/dockets/ac/07/briefing/ 
2007-4329b_02_01_FDA%20Report%20on%20Science%20and%20Technology.pdf]. 

"* Ibid., p. 2. 
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and lack of adequate staff, FDA is engaged in reactive regulatory priority setting or 
a fire-fighting regulatory posture instead of pursuing a culture of proactive regulatory 
science.”^ 

The FDA Science Board was specifically asked to review the status of science 
and technology at FDA, and not to evaluate fhe available resources. However, the 
report states that the status of science and technology was “so intertwined with two 
decades of inadequate funding that it was impossible to assess technology without 
also assessing resources.”®® The Science Board also looked at reports on FDA issued 
by previous review committees, each given a similar charge over the past 50 years. 
It found that the concerns outlined in past reports were the same as those in the 
present and that FDA has consistently been unable to implement the needed changes. 
An advisor to the Science Board, Garret A. FitzGerald, blamed a faction of 
“congressional majorities and presidential administrations that has serially stripped 
the agency of assets.”®’ 

Representative Rosa DeLauro, who in the 1 10'® Congress was appointed chair 
of the House Appropriations Subcommittee on Agriculture, Rural Development, 
FDA, and Related Agencies, stated that the November 2007 report confirms facts that 
she believes have been apparent to Congress and FDA for some time. “[Sjcience at 
the FDA is deteriorating and the agency lacks the planning, management structure, 
and resources to restore their scientific capabilities.”®* She further states that 
although her subcommittee is working on providing additional funds for the agency, 
“money alone will not resolve the problems at FDA — these additional funds need 
to be supported by an adequate management structure and a sound plan on how these 
funds will be used to ensure that they are not wasted.”®’ 

The FDA Science Board report concluded that “FDA can no longer fulfill its 
mission without substantial and sustained additional appropriations,” and that the 
agency is in danger of “losing its remaining dedicated staff’ if the “chronic 
underfunding of the agency” is “not addressed immediately.”’® The report stated that 
there is “insufficient investment in professional development [for FDA staff], which 
means that the workforce does not keep up with scientific advances.... Inadequately 
trained scientists are generally risk-averse, and tend to give no decision, a slow 
decision or, even worse, the wrong decision on regulatory approval or disapproval.”” 
The report also concluded that funding increases recoirunended by other groups, such 


®® Ibid., p. 4. 

“ Ibid., p. 6. 

®’ Gardiner Harris, “Advisers Say FDA’s Flaws Put Lives at Risk,” The New York Times, 
December 1, 2007. 

®* DeLauro Statement on FDA Science Board Report, December 3, 2007, at 
[http://www.house.gOv/delauro/press/2007/December/Science_Board_12_3_07.html]. 

®’Ibid. 

’“ FDA Science Board, Subcommittee on Science and Technology, FDA Science and 
Mission at Risk, p. 7. 

Ibid., pp. 4-5. 
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as lOM and the Coalition for a Stronger FDA, are insufficient to allow all the 
changes necessary for the agency to fulfill its mission. “Without a substantial 
increase in resources, the agency is powerless to improve its performance, will fall 
further behind, and will be unable to meet either the mandates of Congress or the 
expectations of the American public. This will damage not only the health of the 
population of the U.S., but also the health of the economy.”’^ 


Major Activity Areas: Budget and FTEs 

The next sections of this report provide, for each FDA major activity area, a 
brief description of the statutory responsibilities in 1 980 and an overview of how the 
agency’s responsibilities have expanded over the years up through 2007. Juxtaposed 
with the presentation of increasing responsibilities for the activity area is a 
presentation and analysis of the budget and number of FTEs for the period FY1980 
through FY2007.” The descriptions of FDA’s responsibilities and resources provide 
a background against which to examine FDA funding needs. Other CRS reports 
examine the particulars of many FDA activities and their funding.’'* 

Foods” 

FDA is responsible for promoting and protecting the public’s health in part by 
ensuring that the food supply is safe, sanitary, wholesome and accurately labeled. 
The agency regulates all foods, except for meat and poultry which are regulated by 
the U.S. Department of Agriculture (USDA).’‘ It is also responsible for assiuing that 
cosmetic products are safe and properly labeled. The agency regulated $417 billion 
worth of domestic food, $49 billion worth of imported food, and $60 billion worth 
of cosmetics in 2001.” These numbers encompass the economic activity of about 
50,000 food establishments (manufacturers, processors, and food warehouses) and 
3,500 cosmetic firms.’* Not included in these figures are the roughly 600,000 
restaurants and institutional food service establishments and 235,000 supermarkets. 


” Ibid., p. 8. 

” Budget size varies across the activity areas within FDA. The budget range shown in each 
figure reflects a scale appropriate to allow clear illustrations of the within-activity area 
budget variation across years. 

’* See a listing of CRS products relating to FDA-regulated foods, human drugs, biologies, 
devices, animal drugs, and cross-cutting issues at [http://apps.crs.gov/cli/cli.aspx? 
PRDS_CLI_ITEM_ID=2678] and[http://apps.crs.gov/cli/cli.aspx?PRDS_CLI_rrEM_ID= 
2621]. 

This section was prepared by Donna V. Porter, Specialist in Food Safety and Nutrition. 

CRS Report RS22600, The Federal Food Safety System: A Primer, hyGeof&ey S. Becker 
and Donna V. Porter. 

” FDA Science Board, Subcommittee on Science and Technology, FDA Science and 
Mission at Risk, p. 1 1 . 

’* Sec [http://www.cfsan.fda.gov.html]. 
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grocery stores, and other food outlets that are regulated by state and local authorities, 
for which FDA provides guidance, model codes, and other technical assistance. 

Although FDA is responsible for ensuring the safety of the food supply, its role 
is primarily reactive since most foods and their ingredients are not subject to prior 
approval or even review before they enter interstate commerce. The agency does 
have responsibility over some product ingredients that require premarket approval, 
such as food and color additives. FDA also performs postmarket monitoring of food 
labels and investigates food safety problems that arise. The agency’s surveillance 
program tests food samples to determine if pesticide residues or heavy metals are 
present in imacceptable amounts. It also sets standards for label information to assist 
consumers in determining the ingredient and nutrient content of the foods that they 
are purchasing. The agency’s current activities related to foods are primarily 
conducted by the Center for Food Safety and Applied Nutrition (CFSAN). 

The Pure Food and Drug Act of 1906 gave the agency its initial authority to 
prohibit the interstate commerce of adulterated or misbranded food products, along 
with the authority to assess criminal penalties for violations and seize offending 
products. The Federal Food, Dmg and Cosmetic Act of 1938 (FFDCA), building on 
the provisions of the 1906 Act, required the agency to promulgate definitions and 
standards for foods and informative labeling. It also prohibited false advertising and 
the addition of substances that would render the food adulterated. Over the years, 
several amendments to the act added authorities that required FDA to establish (1) 
tolerances (safe levels) for pesticides on agricultural commodities; (2) premarket 
approval systems for food and color additives, and packaging substances; (3) rules 
for labels to facilitate price comparisons; and (4) rules to assure that packages contain 
the amount of product the label claims. 

By FY2007, Congress had added a number of new authorities to those that 
existed before FY1980 for FDA (see Table 2). Under the Infant Formula Act of 
1980 (P.L. 96-359) FDA established requirements for the manufacturing, labeling, 
and nutrient standards for these products. The Nutrition Labeling and Education Act 
of 1 990 (NLE A) (P.L. 1 0 1 -53 5) provided authority for ( 1 ) mandating nutrition labels 
on most food products, and (2) following the agency’s review, allowing nutrient 
content and health claims. In addition, NLEA preempted most state and local 
requirements for labeling, giving FDA responsibility for regulating all aspects of 
nutrition labeling information. NLEA resulted in the promulgation of a significant 
number of new regulations and revisions of old rules for consistency with the new 
authorities. The Dietary Supplement Health and Education Act of 1994 (DSHEA) 
(P.L. 103-417), provided specific authority for the regulation of supplements and 
placed the burden of proof on the agency to demonstrate that a supplement already 
on the market was unsafe and needed to be removed. 

The Food Quality Protection Act of 1996 (P.L. 104-170) established a single 
health-based standard for pesticides in all foods and provided special safety 
provisions for infants and children. The Food and Drug Administration 
Modernization Act of 1997 (P.L. 105-115) eliminated premarket approval of food- 
contact substances (i.e. , packaging materials), replacing it with a notification process, 
along with expanding procedures for FDA authorization of health and nutrient 
content claims under the NLEA statutory standard. 
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The Public Health Security and Bioterrorism Preparedness and Response Act 
of 2002 (P.L. 1 07- 188) required all domestic and foreign facilities that manufacture, 
process, pack, or hold food for U.S. consumption to register with FDA and maintain 
records for agency inspection. The act also required prior notice to FDA of products 
being imported into the United States and provided the agency with administrative 
detention authority and penalties. 

The Food Allergen Labeling and Consumer Protection Act of 2004 (P.L. 108- 
282) required that a specific statement appear on a food label, when any of the most 
common allergens are present in a food. In 2006, the Dietary Supplement and 
Noaprescription Drug Consumer Protection Act (P.L. 109-462) was enacte4 which 
creates a system for reporting to FDA any serious adverse events associated with the 
use of a dietary supplement, as well as record keeping and inspection authority that 
may be necessary in cases of a reported adverse event. 

Food safety provisions within the Food and Drug Administration Amendment 
Act of 2007 (P.L. 1 10-85) required certain processing and ingredient standards as 
well as the creation of a registry for reportable information on foods with safety 
problems, allowing for the identification of the supply chain of the questionable food 
item. 


Adjusted for inflation, FDA’s foods budget doubled between FYI980 and 
FY2007; the number of FTEs increased by 15.2% during the same period. Despite 
substantial increases in statutory authority during the period, FDA’s Foods activity 
did not ^in the authority to collect user fees, unlike the other activity areas 
(discussed below). 

Table 2. Foods Statutory Authorities in 1980 and 2007 


? Authorities in 1980 

Prohibited interstate commerce in adulterated or misbranded products; provided 
criminal penalties for violations and authorized seizures of offending products (P.L. 59- 

384). 

Defined filled milk and considered it adulterated, injurious to health and a ftaud (P.L. 
67-513). 

Required the issuing of valid permits for importation of milk and cream (P.L, 67-625). 

Required definitions and standards for foods and informative labeling; prohibited false 
advertising and the addition of substances that rendered the food adulterated (P.L. 75- 
717). 

Provided authority to establish tolerances (safe levels) for pesticides on agricultural 
commodifies (P.L.83-518). 

Established premarket approval system for new food additive and packaging substences 
(P.L. 85-929). 


Esiablished premarket approval system for colors used in food, drags, and cosmetics 
(P.L. 86-618). 

Required rules to prevent non-ftmctional fill of packages and to require legible, 

prominent label statements for net quantity of contents (P.L. 89-755). 
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Authorities Added Between 19M and 2007 

Required rules for reporting, quality control, recall, exemption labeliut; jnd !)L!!f?.c 3 i, 

■ r. ■ fcr lOi'niit fonnulas; amended for additional recall, nucrobiologscid testing and 
record retention requirements (P.L. 96-359). 


Mandated nutrition labeling and review of nutrient content and health claims; 
preempted state and local requirements, transferring to FDA the regulation of all 
aspects of nutrition labeling information (P.L. 101-535). 

Provided specific authority to regulate dietary supplements and placed the burden of 
proof for safety on FDA for products already on the market; required rules for 
notification for statements of nutritional support, ingredient and nutrition infonnation, 
petition process and review of new dietary ingredients, and good manufacturing 
practices (P.L. 103-417). 

Required a single health-based standard for all pesticides in raw and processed foods; 
provided special pesticide safety standards for infants and children; limited 
cortsideration of benefits and allowed civil penalties for tolerance violations; required 
tolerance levels reevaluation in a decade; required endocrine testing, the right to know, 
and national uniformity of tolerances (P.L. 104-170). 

Eliminated premarket approval of food contact substances and substituted a notification 
process contingent on fiinding to cover FDA’s cost; expanded procedures for 
authorizing health and nutrient content claims without reducing the statutory standards 
(P.L. 105-115). 

Required all domestic and foreign facilities that manufacture, process, pack or hold 
food for U.S. consumption to register and maintain records for inspection for any 
product believed to be adulterated; required prior notice of products being imported 
into the United States; provided administrative detention authority and penalties for 
credible evidence that a product presents a threat of serious adverse health 
consequences or death to humans or animals (P.L. 107-188). 

Required a specific statement about most frequent allergens to appear on the label when 
any of those allergeiK are present in a food (P.L. 108-282). 

Reclassified as controlled substances any product containing an anabolic steroid or a 
precursor that would be converted to a steroid in the body (P.L. 108-358). 

Required the reporting to FDA of any serious adverse events that result from the use of 
a dietary supplement or nonprescription drug; provided record keeping requirements 
aod inspection authority needed for an investigation (P.L. 109462). 

Required the creation of a registry for reportable information on foods with safety 

problems that aBows for identification of the supply chain of the reportable food (P.L. 

1 10-85). 


la Egure 5, changes in the foods budget and FTEs reflect certain events and 
policy initiatives during the 27-year period. The budget was relatively flat through 
the 1980s withrequesteprimarilyformandatorycostsaEdnoprog'amiiicreases. The 
increase in budget and FTEs ia the early 1990s reflect the considerable amount of 
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work required to implement NLEA and the simultaneous CFSAN reorganization. 
Food safety activities also contributed to the modest increase in FTEs and funding. 
The subsequent drop off of FTEs from FY1992 to FY1997 represents both deficit 
reduction efforts and a shift in FTEs to elsewhere in the agency as noted in the 2002 
GAO report. The new CFSAN building opened in College Park, MD, in 2001; 
construction costs were part of the budget increases from 1 997 until 2001 . Increases 
in both funding and FTEs in the late 1990s also signaled President Clinton’s food 
safety initiative. Increases in the FY2002 budget and FY2003 FTEs represent 
increased agency attention to the food supply following the domestic terrorist attacks 
and subsequent passage of the Public Health Security and Biotenorism Preparedness 
and Response Act of 2002. However, the increases did not continue. The foods 
budget has remained flat, while the number of FTEs has decreased since FY2002. 
Another reorganization of the foods portion of the agency occurred after 9/1 1 as a 
result of a reordering of the Center’s work and priorities. Recent concerns about food 
safety problems have drawn attention to both the foods budget and FTEs.™ 


Figure 5. Foods: Budget and FTEs 
(Constant FY2000 $) 

rPLmm 



1980 1983 1986 1989 1992 1995 1998 2001 2004 2007 

Fiscal Year 


BudflelAuthority — Total FTEs | 


Source: FDA Justification of Estimates for Appropriations Committees documents. 
Notes: Total FTEs = Budget Authority FTEs. Program Level S = Budget Authority $. 


Human Drugs‘° 

No manufacturer may offer a prescription or over-the-counter drug for sale in 
the United States without first obtaining FDA’s approval. The agency’s Center for 
Drug Evaluation and Research (CDER) works with a manufacturer throughout the 


™ For more information, CRS Report RS22779, Food Safely: Provisions in the Food and 
Drug Administration Amendments Act of 2007, by Donna V. Porter. 

This section was prepared by Susan Thaul, Specialist in Drag Safety and Effectiveness. 
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application process, from permitting human clinical trials of an Investigational New 
Drug (IND), to evaluating for evidence of safety and effectiveness the data from 
those trials that are part of a New Drug Application (NDA). Up to a drug’s approval, 
CDER wields tremendous influence, as the law authorizes, on required studies for 
flie decision to grant marketing approval (hence, known as “premarket approval” or 
“premarket review”), wording and layout of materials for the prescribing clinician 
and the patient, and other aspects of the drug’s labeling. 

Once a drug is on the market — a period known as both “postmarket” and 
“postapproval” — FDA continues its activities to ensure flie product’s safety and 
effectiveness, although the law does not provide the agency with postapproval 
authority equivalent to its preapproval function. FDA staff examine the results of 
smdies conducted and submitted by manufacturers; review adverse event reports 
from manufacturers, clinicians, and consumers; follow the scientific literature 
regarding other drugs with similar mechanisms of action; and review labeling, 
packaging, and promotional items to both consumers and clinicians. CDER staff also 
analyze data that the manufacturer submits and look for trends in large databases of 
pharmaceutical use. 

Figure 6 illustrates the resource history of the FDA Human Dmgs program from 
FY 1980 through F Y2007 . Between FY1980andFY2007,the total inflation-adj usted 
funding available for FDA human drug activities increased 234% (that is, it more 
than tripled) and the number of FTEs increased 34%.®' 


*' Table A2 in the Appendix displays the actual numbers (not adjusted for inflation). Using 
the unadjusted numbers, FDA’s budget increased almost eightfold (690%) between FY 1 980 
and FY2007. When the dollar figures are adjusted to indicate comparable purchasing value, 
the increase diminishes to more than threefold (234%). 
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Figure 6. Human Drugs: Budget and FTEs 
(Constant FY2000 $) 



1980 1983 1986 1989 1992 1995 1998 2001 2004 2007 

Fiscal Year 

■■ Budget Authority i 1 User Fees — Budget Authority FTEs — Total FTEsJ 


Source; FDA Justification of Estimates for Appropriations Committees documents. 

Notes: From FY1983 through FY1987, the appropriations acts and the FDA-produced budget 
justifications included funding for biologies activities in the human drug activities totals. Therefore, 
Figure 6 shows a peak in those years and Figure 7 shows a concomitant trough for biologies. Total 
FTEs = Budget Authority FTEs + User Fee FTEs. Program Level S = Budget Authority $ + User Fees 
S. 


Beginning in FY1994, user fees have made up an increasing proportion of 
FDA’s budget for human drug activities. While total funding has increased over the 
period, this has been entirely due to the increase in user fees. Congressional 
appropriations have remained essentially flat. 

Separating FTEs by ftmding source shows that the overall increase in personnel 
comes solely from the user fees first collected in FY 1 993 and that the overall increase 
in FTEs obscures a 19% decrease in congressionally funded (budget authority) 
personnel from FY1992 to FY2007. 

The 1 992 Prescription Drug User Fee Act, in providing FDA with an additional 
source of funding, explicitly stated that the funds were to supplement, not supplant 
congressional appropriations. The law included complex formulas, known as 
“triggers,” to enforce that goal. FDA may collect and use fees only if the direct 
appropriations for the activities involved in the review of human drug applications 
and for FDA activities overall remain funded at a level at least equal to the pre- 
PDUFA budget, adjusted for inflation as specified in the statute. 

These triggers, in particular, and the relative contributions of appropriations and 
user fees to FDA’s budget for human drugs have implications for budget planning 
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both within the human drugs activity area and in agency-level decisions across all 
activities. 

The drug-related tasks for which FDA is responsible have evolved along with 
the social, economic, scientific, and technologic developments in the United States. 
Even before there was a Bureau of Chemistry in the Department of Agriculture 
(established in 1862, the ancestral origin of 4e current FDA), Congress passed 
legislation to “prevent the importation of adulterated and spurious drugs and 
medicines.” The 1906 Food and Drugs Act heralded the future influence of the 
federal government on drug (and food) regulation to protect the public’s health. 
Many laws followed (see brief descriptions in the Appendix, Table A4). Among the 
most significant are; the 1938 FFDCA, which required that drugs be safe; and the 
1962 Kefauver-Harris Amendments to the FFDCA, which required that drugs also 
be effective. 

Subsequent laws aimed to boost pharmaceutical research and development; to 
speed the approval of new medicines, including by supplementing FDA resources 
with user fee revenue; and to encourage research in pediatric drugs; among many 
other things. Between FY1980 and FY2007, Congress added to FDA’s 
responsibilities new areas (or expanded existing ones) that involved scientific, legal, 
and enforcement expertise (see Table 3). Most recently, the FDA Amendments Act 
of 2007 (P.L. 110-85) amended dozens of FFDCA sections. These included human 
drugs provisions to reauthorize certain programs (such as the assessment, collection, 
and use of prescription drug user fees); to enhance FDA ’s authority in ensuring safety 
and effectiveness over a product’s life (both pre- and postapproval). It required the 
Secretary to maintain an Internet website with extensive dmg safety information. 
New authorities include civil monetary penalties for failure to comply with certain 
postmarket study, labeling, and television advertisement requirements; mandates and 
incentives for pediatric drug research and labeling; and requirements for making 
available to the public material such as minutes of agency-industry performance goal 
negotiations, pediatric assessment findings and reviews, reviews of adverse event 
reports and advisory committee recommendations on action. 
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Table 3. Hyman Drugs Statutory Authorities in 1980 and 2007 




iBspect drags from abroad for quality, purity, and fitness for medical purposes (30* 
r ongress; predates use of the current public law numbering format). 


Regulate interstate commerce in food, drink, and drug products; prohibit adulteration 
and raisbraading (P.L. 59-384), including false statements of curative or therapeutic 
effect (P.L. 62-301). 


Review evidence of safety (P.L. 75-717) and effectiveness (P.L. 87-781) before 
approving a drag for interstate commerce. 


Require records of shipments; inspect manufacturing, processing, packing, or holding 
facilities, mcluding equipment, materials, containers, and labeling (P.L. 75-717, 
expanded by P.L. 83-217). 


Certify batches of color additives (P.L. 75-717); promulgate regulations for the listing 
of color additives in or on drugs (or other FDA-regulated products) based on 
conditions, uses, and labeling to assure safe use (P.L. 86-618). 


Enforce enhanced labeling and packaging requirements (P.L. 75-717). 


Test and certify each batch of insulin (P.L. 77-366) and penicillin (P.L. 79-139) for 
strength, quality, and purity; promulgate regulations covering, among other things, 
standards and tests. 


Regulate certain drugs as prescription-only (P.L. 82-215). 


Regulate prescription drug advertising (P.L. 87-781). 


Regulate all antibiotics (P.L. 87-781). 


Enforce enhanced regulations covering manufacture, recordkeeping, inspections, 
prescription refills, of depressant and stimulant drugs; authorized to appoint expert 
advisory committees (P.L. 89-74). 


Enforce enhanced labeling requirements (P.L. 89-755). 


Notify Attorney General when a subnutted new drug application involves a drug with 
;v.-» abuse potential (P.L. 91-513). 


Authorities Added Between 11980 and 2007 > 


incentives for pharmaceutical manufacturers to develop drugs, bimechiiolugy 
products, and medical devices for the treatment of rare diseases and coaditions (P.L. 
97-414). 


ats tamperiag with packaged consumer products (P.L. 98-127). 


eaeric drag applications {P.L. 98-417). 


ate and enforce enhanced regulations on the distribution of drag samples (P.L. 
, expanded by P.L. 102-282). 


Assess and collect fees from the pharmaceutical manufacturers and use the resultin, 


Establish fast tack approval process for dru^ that would treat life-threatenin 
conditions (P.L. 105-115). 


Streamliae the drag review process and provide a means for resolving controversial 





















373 


CRS-31 


A .ithorities Added- Belw^ 1980 and 2W'! 

sc£ni£jciK^lP L, 105415). 

’Enforce refined requirements regarding the dissemination of information about 
. "off- lalid” uses of drags or devices not yet approved by the FDA, patient access to 
^ inwsiigatioTial therapies, international hannonization and national imiformily in the 
!regi.kr.on of nonprescription drugs and cosmetics (P.L, 105-1 15). 

1 Conduct regulatory functions under a mission statement that will obligate it to maintain 
a public health protection role while seeking to expedite tlie marketing of regulated 
products (P.L. 105-115). 

Grant a manufacturer aa additional six months of marketing exclusivity in exchange for 
completing FDA-requested studies of use in children (P.L. 105-115; expanded by P.L. 
107-109, P.L. 110-85). 

Establish program allowing pharmacists and drug wholesalers to import lower-priced 

prescription drags from specific countries. [Not implemented due to irigger 
requirement.] (P.L. 106-387, P.L. 108-173). 

Require a pediatric assessment of safety and effectiveness as part of an application to 
market a new active ingredient, new indication, new dosage form, new dosing regimen, 
or new route of administration for a drug or biologic, or, if the Secretary considers it 
necessary, for an approved drug or licensed biologic (P.L. 108-155, expanded by P.L. 
110-85). 

Study the use of technologies to provide prescription drug infomiation to the blind and 
visually impaired (P.L. 108-173). 

Expedite review of countermeasures to chemical, biological, and nuclear agents that 
may be used in a terrorist attack (P.L. 108-276). 


Biologies®^ 

Biologies are medical preparations made from living organisms. Examples of 
such products include traditional biologies (such as vaccines, blood, blood products, 
antitoxins, and allergenics®’) and human therapeutic agents produced by the 
biotechnology industry (such as insulin, interferon, growth hormone, and epoetin). 
FDA ensures the purity and effectiveness of biologies by (1) issuing a license for 
each new product that is shown to be safe, pure, and potent and (2) inspecting 
manufacturing facilities to assure the product continues to be safe, pure and potent 
Unlike most chemically synthesized drugs (e.g., aspirin) with a known stracture, 
biologies are often complex mixtures that are not easily identified or characterized. 
Biologies might also be living entities, such as cells and tissues. Biologies may be 
isolated from a variety of natural sources (human, animal, or microotganisin) or may 

be produced by biotechnology methods and other cutting-edge technologies. FDA 

• 
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Regulatory responsibility for biologies was first delegated in the early 1900s to 
the Hygienic Laboratory, a precursor of the National Institutes of Health (NIH).*^ In 
1972, regulatory authority for biologies was transferred from the NIH Division of 
Biological Standards to the FDA Bureau of Biologies.®’ During the early 1 980s, the 
FDA merged the Bureau of Drugs and the Bureau of Biologies to form the National 
Center for Drugs and Biologies. In 1984, all of the “National Centers” within FDA 
were redesignated simply as “Centers.” In 1987, the FDA’s Center for Drugs and 
Biologies was split into the Center for Drug Evaluation and Research (CDER) and 
the Center for Biologies Evaluation and Research (CBER). CBER continues to use 
NIH facilities and buildings until the expected move in 2012 to the new FDA 
headquarters in White Oak, MD. 

Because biotechnology products frequently cross the conventional boundaries 
between biologies, drugs, and devices, determining the jurisdictional status of these 
new products has been difficult for both the FDA and industry. Some products have 
had characteristics that met multiple statutory and scientific definitions. In 1 991 , the 
FDA published an Intercenter Agreement between CBER and CDER. In general, the 
agreement stated that traditional biologies as well as most biotechnology products, 
would be regulated by CBER.“ In 2002, however, the FDA announced its intention 
to reorganize review responsibilities, consolidating review of new pharmaceutical 
products under CDER; CBER retains review responsibility for vaccines, blood safety, 
gene therapy, and tissue transplantation.*’ On June 30, 2003, responsibility for most 
therapeutic biologies was transferred from CBER to CDER.** Remaining at CBER 
are traditional biologies such as vaccines, allergenic products, antitoxins, antivenins, 
venoms, and blood and blood products, including recombinant versions of plasma 
derivatives (clotting factors produced via biotechnology). 


The NIH Almanac — Historical Data: Chronology of Events, at [http://www.nih.gov/ 
about/ahnanac/historical/chronology_of_events.htm]. 

Donna Hamilton, “A Brief History of the Center for Drug Evaluation and Research,” FDA 
History Office, November 1997, at [http://www.fda,gov/cder/about/history/Histext.htm]. 

Except for a small set of biologies (borniones, such as insulin, human growth hormone, 
and a few medical enzymes) that would continue to be regulated by CDER. These biologies 
have historically been regulated as drugs under the Federal Food, Drug and Cosmetic Act 
rather than licensed under the Public Health Service Act 

*’ FDA Press Release, “FDA to Consolidate Review Responsibilities for New 
Pharmaceutical Products,” September 6, 2002, at [http://www.fda.gov/bbs/topics/NEWS/ 
2002/NEW00834.html]. 

** Federal Register, v. 68, no. 123, June 26, 2003, pp. 38067-38068. Examples of products 
transferred to CDER include monoclonal antibodies; proteins intended for therapeutic use 
(interferons, thrombolytic enzymes); immunomodulators (otherthan vaccines and allergenic 
products); and growth factors, cytokines, and monoclonal antibodies intended to alter 
production of blood cells. See Transfer of Therapeutic Products to the Center for Drug 
Evaluation and Research [http://www.fda.^v/cber/transfer/transfer.htm]; Approved 
Products Transferring to CDER [http;//www.fda.gov/cber/transfer/transfprods.htm]; and, 
Therapeutic Biological Products [http://www.fda.gov/cder/biologics/default.htm]. 
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Figure 7. Biologies: Budget and FTEs 
(Constant FY2000 $) 
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Source: FDA Justification of Estimates for Appropriations Committees documents. 

Notes: For FYl 983 through FY1987,FDAinanaged Biologies activities andHuman Drugs activities 
in one Center. The Justifications for those years provide only combined dollar and FTE numbers, 
which are included in Figure 6 (Human Drugs) and not in Figure 7 (Biologies). Total FTEs = Budget 
Authority FTEs + User Fee FTEs. Program Level S = Budget Authority $ + User Fees $. 


Figure 7 shows the total FDA budget for Biologies, composed of budget 
authority and user fees, for FY1980 through FY2007, adjusted to FY2000 dollars. 
It also provides FTE data over the same years: FTEs funded by budget authority; and 
total FTEs funded at program level (budget authority plus user fees). The impact on 
funding and FTEs of the FDA reorganization in the 1 980s can be clearly seen in 
Figure 7. Although budget authority and FTEs for biologies were rising in the late 
1980s and early 1990s, the graph shows that both decline and then remain flat 
coincident with the introduction of user fees in 1993. Budget authority and FTEs 
increased between FY2001 and FY2003, coincident with increased emergency 
funding following the domestic terrorist attacks. The drop in biologies funding and 
FTEs from FY2003 to FY2004 is due to the reorganization of review responsibilities 
for therapeutic biologies. Following the reorganization, budget authority and FTEs 
for biologies have remained relatively flat. 

FDA’s responsibilities related to the approval and regulation of biological 
products have changed somewhat between 1980 and 2007 (see Table 4). In 1980, 
FDA’s authority with respect to the approval of biological products was governed 
primarily by Section 35 1 of the Public Health Service Act (P.L. 78-410). In addition, 
because most biological products also meet the definition of “drugs,” they are subject 
to regulation under the FFDCA (P.L. 59-384). FDA also regulates medical devices 
involving biologies under various medical device laws. Examples include devices 
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used in Mood banks to produce various blood products, such as automated cell 



authorities for FDA in the area of biologies. The Pediatric Research Equity Act of 
2003 (P.L. 108-155) requires a pediatric assessment of safety and effectiveness as 
part of an application to license a new biologic, or, if the Secretary considers it 



drags under the Drug Price Competition and Patent Term Restoration Act of 1984 
(P.L. 84-417), often referred to as the Hatch-Waxman Act. FDA personnel have 
been actively involved for some time in working with Congress on this potential new 
responsibility. 
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Animal Drugs and Feeds^° 

The FDA Center for Veterinary Medicine (C VM) regulates animal feeds (such 
as livestock feeds and pet foods), and veterinary drugs and devices.” CVM is 
responsible for premarket approval of veterinary drugs, based on a sponsor’s 
demonstration of safety and effectiveness. CVM regulates veterinary devices, but 
does not require their premarket approval.” V eterinary biologies are regulated by the 
USDA.” Much of CVM’s authority is based in FDA’s general authorities in the 
FFDCA, such as the authority to take enforcement actions if a regulated product is 
adulterated, to require facility registration, and to conduct inspections. For example, 
animal feed is included in the definition of “food” in Section 201 ofthe FFDCA, and 
must meet the same general standards of safety as human food, pursuant to Sections 
40 1 et seq. ofthe act. Additional specific requirements may also be applied to CVM- 
regulated products. 

Though USDA and FDA-CFS AN have primary responsibility for the safety of 
products intended for human food,’^ CVM is responsible for some specific aspects 
of the safety of human foods derived from animals, such as determining tolerances 
(safe levels) of certain chemicals in meat and poultry, and evaluating the food safety 
aspects of animal clones and their offspring. Also, before CVM approves an animal 
drug, its use in animals must be shown to be safe for humans as well. Drug sponsors 
must demonstrate that a method is available to detect and measure any drug residues 
left in edible tissues of food-producing animals. Farmers and veterinarians who use 
drugs on food-producing animals must adhere to guidelines about how much time 
must elapse before a treated animal can be slaughtered, or before its milk can be 
marketed, and any other constraints or warnings that are stated on the drug label. 

Figure 8 shows the total FDA budget for animal drugs and feeds, composed of 
budget authority and user fees, for FY1980 through FY2007, adjusted to FY2000 
dollars.” Figure 8 also provides FTE data over the same period: FTEs funded by 


“ This section was prepared by Sarah A. Lister, Specialist in Public Health and 
Epidemiology. 

” See [http://www.fda.gov/cvin/]. 

” FDA can take appropriate regulatory action if a veterinary device is misbranded, 
mislabeled or adulterated. Also, firms that manufacture radiation-emitting veterinary 
devices must register their products under the radiological health regulations, administered 
by the FDA Center for Devices and Radiological Health (CDRH). See FDA CVM, “How 
FDA Regulates Veterinary Devices,” May 2003, at [http://www.fda.gov/cvin/regofdevices. 
htm]. 

” Veterinary biologies, such as vaccines and clinical laboratory tests, are regulated by the 
USDA, Animal and Plant Health Inspection Service, Center for Veterinary Biologies. See 
[http://www.aphis.usda.gov/animal_health/vet_biologics/]. 

” See CRS Report RS22600, The Federal Food Safety System: A Primer, by Geoffrey S. 
Becker and Donna V. Porter. 

” Though CVM was called the Bureau of V eterinary Medicine prior to 1 984, the Center and 
the Animal Drugs and F eeds budget line have, for practical purposes, encompassed the same 

(continued...) 
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budget authority; and total FTEs funded at program level (budget authority plus user 
fees). During that time, the budget in adjusted dollars increased from $46.7 million 
in FY1980 to $87.6 million in FY2007. FTEs totaled 516 in FY1980, and 619 in 
FY2007, though there were fewer than 500 FTEs for most of the intervening years. 
Drug user fees provided a small portion of CVM’s overall budget between FY2004 
and FY2007, and made up about 11% of the FY2007 total. (FDA did not have 
authority to collect user fees for new animal drug reviews until FY2004.) 

The budget for animal drugs and feeds, in adjusted dollars, almost doubled in 
the three-year period from FY1999 to FY2002, from $44.3 million to $82.4 million. 
FTEs increased from 393 to 570 in the same period. (The budget was relatively 
stable in the years before and after this period of growth, when adjusted for inflation.) 
The funding increases largely paralleled increasing budget requests for those years. 
Increases were requested to support new statutory requirements as well as several 
initiatives, some ofwhich were agency-wide. These initiatives included activities in 
food safety, antimicrobial resistance, and postmarket surveillance of drug safety, as 
well as efforts to reduce drug review times. They also included a bioterrorism 
preparedness initiative, and the expansion of feed safety programs to protect against 
Bovine Spongiform Encephalopathy (BSE, or “Mad Cow disease”). In each case, 
funding was expanded prior to a related high-profile incident, namely the 2001 
anthrax attacks, and the 2003 emergence of BSE in North America. 

Figure 8. Animal Drugs and Feeds; Budget and FTEs 
(Constant FY2000 $) 



isao 1983 1988 1989 1992 1995 1998 2001 2004 2007 


Fiscal Yatr 




Source; FDA Justification of Estimates for Appropriations Committees documents. 

Notes: Total FTEs = Budget Authority FTEs + User Fee FTEs, Program Level $ = Budget Authority 
$ + User Fees $. 


” (...continued) 

activities for several decades, and references to each are used interchangeably. 
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Prior to 1980, CVM was responsible for evaluating veterinary drugs for 
approval based on demonstrations of safety and efficacy, and for assuring the safety 
of animal feeds and feed additives. Several laws enacted since 1980 were aimed at 
improving the availability of veterinary drugs (which are typically not as lucrative for 
sponsors as are human drugs), clarifying the use of human drugs in animals, or 
streamlining the drug approval process. FDA’s authority for animal products 
generally begins with the same statutes as those that regulate human drugs and foods 
(see Table 2 and Table 3), with additional Specific requirements applied in some 
cases.’® This is consistent with FDA’s long-standing obligation to assure that 
veterinaiy drugs and animal feeds are manufactured and used in ways that are safe 
for both animals and humans. 

Major laws affecting CVM’s regulation of animal drugs and feeds are 
summarized in Table 5.” In 1988, the Generic Animal Dmg and Patent Term 
Restoration Act (P.L. 1 00-670) authorized abbreviated applications for generic new 
animal drugs. In 1994, the Animal Medicinal Drug Use Clarification Act (P.L. 
1 03-396) permitted veterinarians to prescribe, for animals, extra-label uses of certain 
approved animal and human drugs, under certain conditions. In 1996, the Animal 
Dmg Availability Act (P.L. 1 04-250) granted FDA more flexibility in evaluating and 
approving new animal dmgs by amending the definition of substantial evidence of 
effectiveness. Among other provisions, the law also permitted the use of veterinary 
dmgs in animal feeds, with veterinary prescription. 

In 2002, the Public Health Security and Bioterrorism Preparedness and 
Response Act (P.L. 107-188) required the registration of all domestic and foreign 
facilities that manufactured, processed, packed or held animal feeds.’’ In 2003, the 
Animal Dmg User Fee Act (P.L. 108-130) authorized FDA to collect fees for the 
review of certain animal dmg applications.” In 2004, the Minor Use and Minor 
Species Animal Health Act (P.L. 1 08-282) authorized, along with other approaches 
and incentives for limited-market dmgs, the conditional approval for dmgs to treat 
minor animal species and uncommon diseases in major animal species, which 
allows the sponsor to make a dmg available before collecting all necessary 


^ An exception to this general mle is the Dietary Supplement and Health Education Act 
(DSHEA) of 1994, which requires that FDA not designate substances added to “food for 
humans” as food additives or dmgs if the product meets the definition of a dietary 
supplement. FDA has interpreted that DSHEA does not apply to products added to animal 
feeds. Consequently, CVM regulates any animal feed supplement as either a food, food 
additive, or animal dmg, depending on the intended use, and does not apply the additional 
dietary supplement category. 

” The Center’s statutory authorities are discussed in greater detail on a public website, 
“Chronological History of CVM,” at [http://www.fda.gov/cvm/chronological.htm]. 

” The law applied similarly to human food facilities. 

” The law is similar to the Prescription Drag User Fee Act (PDUFA) and the Medical 
Device User Fee and Modernization Act (MDUFMA) for human products, and sunsets after 
October 1, 2008. 

For more information on minor uses and minor species, see [http://www.fda.gov/ 
cvm/minortoc.htm]. 
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effectiveness data, but after proving that the drug is safe. In 2007, the FDAAA (P.L. 
1 10-85) required, for pet foods, the development of ingredient, processing and 
labeling standards, and a surveillance system to detect disease outbreaks. Additional 
provisions that apply to both human foods and animal feeds require, among other 

things, that FDA establish a reportable food registry, and feat persons in charge of 

FDA-registered food facilities report any instances of tainted foods feat may harm 
humans or animals. 

Table 5. Animal Drygs and Feeds Statutory Authorities in 1S80 

and 2007 


* Authorities in 1980 , " 

’ robiVns interstate commerce in adultci'atfrf and mishranded feeds; fr;.ividcs cruTcaal 
penalties for violations and authorizes seizures of offending products. (P.L. 59-384). 

Review evidence of safety (P.L. 75-717) and effectiveness (P.L. 87-781) before 
approving an animal drug. 

Review safety and effectiveness of animal drugs for intended use, including safety for 
use in food-producing animals. (P.L. 90-399). 

. Authorities Added Between 1980 and 2007 . 

Authority for abbreviated applications for generic animal drugs. (P.L. 100-670). 

Authority for veterinarians to prescribe, for animals, extra-label uses of certain 
approved animal and human drugs, under certain conditions. (P.L. 103-396). 

Added flexibility in approving new animal drugs, including an amended definition of 
substantial evidence of effectiveness. Granted authority for the use of veterinary drugs 
in animal feeds, with veterinary prescription. (P.L, 104-250). 

Requirements for facilities that manufacture, process, pack, or hold animal feed for 
domestic consumption to register and maintain records. (P.L.107-188). 

Authority to collect user fees for certain animal drug applications. (P.L. 108-130). 

Conditional approval of veterinary dmgs for minor uses or minor species, based on 
demonstration of safety without all necessary effectiveness data. (P.L. 108-282). 

Required, for pet foods, the development of ingredient, processing and labeling 
standards, and a surveillance system to detect disease outbreaks. Required, for both 
human foods and animal feeds, the establishment of a reportable food registry, and 
maadatory reporting of instances of tainted foods. (P.L. 110-85). 


Devices and Radiological Health^®'' 

FDA is responsible for ensuring the safety and effectiveness of medical devices 
and eliminating onnecessaiy human exposure to man-made radiation from medical, 
occupational, and consumer products.*® There are thousands of types of medical 


This section was prepared by Erin D. Williams, Specialist in Public Health and Bioethics. 

For further information, see CRS Rqsort RL32826, The Medical Device Approval 

(continued...) 
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devices, from heart pacemakers to contact lenses. Radiation-emitting products 
regulated by the agency include microwave ovens, video display terminals, and 
medical ultrasound and x-ray machines. FDA reviews requests to research or market 
medical devices; collects, analyzes, and acts on information about injuries and other 
experiences in the use of medical devices and radiation-emitting electronic products; 
sets and enforces good manufacturing practice regulations and performance standards 
for radiation-emitting electronic products and medical devices; monitors compliance 
and surveillance programs for medical devices and radiation-emitting electronic 
products; and provides technical and other noniinancial assistance to small 
manufacturers of medical devices. The agency’s current activities related to devices 
and radiological health (DRH) are primarily conducted by its Center for Devices and 
Radiological Health. As previously noted, CBER, regulates some devices — 
specifically those associated with blood collection and processing procedures, as well 
as with cellular therapies (e.g., stem cell treatments). 

In FYl 980, after adjusting for inflation, FDA’s DRH budget was $97,427,000, 
which supported 1,399 FTEs (see Figure 9). At that time, the agency’s 
responsibilities with respect to devices were governed primarily by the Medical 
Device Amendments of 1976 (MDMA; P.L. 94-295). MDMA was the first major 
legislation passed to ensure the safety and effectiveness of medical devices, including 
diagnostic products, before they could be marketed. The amendments required 
manufacturers to register with FDA and follow quality control procedures in their 
manufacturing processes. They also required FDA to conduct premarket review of 
some products, and to generate performance standards that devices had to meet 
before they could be marketed. 

Between FY 1 980 and FY2007, several major pieces of device legislation were 
passed (see Table 6). Some of these added new types of responsibilities. In 1990, 
Congress gave FDA the authority to enforce postmarket requirements for devices, to 
act on postmarket adverse event reports, and to recall unsafe devices (P.L. 101 -629). 
In 1 992 , Congress gave FDA the authority to require that manufacturers of defective 
products implement certain consumer accommodations and pursue penalties for 
postmarket surveillance noncompliance (P.L. 102-300). In 1997, Congress passed 
the Food and Drug Administration Modernization Act (FD AMA), major FDA reform 
legislation that tasked the agency with accelerating its premarket review, and 
regulating unapproved uses of approved devices (P.L. 105-115). 

Other legislation contained provisions that could reduce or minimize, rather than 
simply increase, the regulatory burden on FDA. For example, while the 
Mammography Quality Standards Act (MQS A) added the responsibility of requiring 
the agency to certify mammography facilities, it also provided the authority to collect 
associated certification fees, creating a new revenue stream (P.L. 102-539). MQSA 
also allowed certain accredited third-parties to conduct inspections in order to relieve 
FDA of some of that responsibility. 


(...continued) 

Process and Related Legislative Issues, by Erin D. Williams. 
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In 2002, Congress passed the largest revenue-generating, non-appropriations 
legislation for FDA’s DRH-related activities in the 27-year period under 
examination: the Medical Device User Fee and Modernization Act (MDUFMA; P.L. 
107-250).’” The law gave FDA tbe authority to collect user fees for premarket 
device review, creating another significant source of revenue. It also accredited 
third-parties to conduct inspections, a measure designed to reduce FDA’s regulatory 
burden. To preclude user fees from supplanting direct appropriations, MDUFMA 
contained a “trigger,” requiring a certain amount of DRH-related direct 
appropriations for the collection of user fees to continue. In 2005, direct 
appropriations did not meet the trigger amount. Congress subsequently reduced the 
trigger amount so FDA could continue to collect the user fees (P.L. 109-43). 

Between FY1980 and FY2007, congressional appropriations for DRH-related 
activities generally followed the agency’s budget requests. As Figure 9 indicates, 
the number of FTEs and budget remained relatively flat through the 1980s. Both 
then increased in the early 1 990s. Beginning in the late 1 990s, the budget and FTEs 
began to track somewhat differently than they had in the past. The flat budget in 
tbe late 1990s did not occur with a fairly constant number of FTEs as it had in the 
1 980s, but rather with a decrease in FTEs. Likewise, the budget increases that have 
occurred thus far in the 2000s have increased the number of FTEs, but not by as 
much as with similar budget increases in the early 1990s. Readers should note that 
the drop in FTEs between FY2006 and FY2007 apparent in Figure 9 is misleading, 
as the FTE numbers are based upon a Continuing Resolution (which had no 
allowance for user fees), while the budget numbers are based upon a cost estimate 
(which did include user fees). 


For further mformation about medical device user fees, see CRS Report RL33981, 
Medical Device User Fee and Modernization Act (MDUFMA) Reauthorization, by ErinD. 
Williams. 

For a general discussion of the relationship between FTE data and budget data, see 
“Overall FDA Budget” and “FDA Activity-Area Budgets” sections of this report. 
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Figure 9. Devices and Radiological Health: Budget and FTEs 
(Constant FY2000 $) 



1980 1983 1986 1989 1992 1995 1998 2001 2004 2007 

FIteal Year 


Budget Authority User Fees Budget Authority FTEs Total FTEs 


Source: FDA Justification of Estimates for Appropriations Committees documents. 

Notes: Total FTEs = Budget Authority FTEs + User Fee FTEs. Program Level $ = Budget Authority 
S + User Fees $. 


The net result of the changes described above was that, over the 27-year period 
studied, FDA’s budget and its number of FTEs dedicated to DRH-related activities 
increased, although by different amounts. Adjusted for inflation, the total DRH- 
related budget has increased by 124.5%. The number of FTEs increased by 7.1%. 
Over the same 27-year period, adjusting for inflation, the budget authority for 
DRH-related activities increased by 94.2%, while the number of FTEs supported by 
the budget authority decreased by 5.1%. User fees, which comprised none of the 
device-related budget in FYl 980, comprised 13.5% of it in FY2006. User fee- funded 
FTEs, which comprised none of the FYl 980 budget, comprised 11.3% of the 
FY2006 budget. 
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Table 6. Devices and Radiological Health Statutory Ayfhorities 

in 1980 and 2G07 


^ 1980 

Regulates devices as drags (Court inteipretation ofP.L. 75-717). 

Enforces label tnithfolness, accuracy (P.L. 89-755). 

Ensures safety, effectiveness prior to marketing (P.L. 94-295). 

Creates, enforces mamifacturing quality control procedures (P.L. 94-295). 

Maintains manufacturer registry (P.L.94-295). 

Authorities Added Between 1980 and 2007 

Eitfoices posimarket requirements (P.L. 101-629). 

Receives, acts on postmarket adverse event reports (P.L. 101-629). 

Recalls unsafe devices (P.L. 101-629). 

Orders certain consumer accommodations by defective product manufacturers (P.L. 
102-300). 

Pureues penalties for postmarket surveillance noncompliance (P.L. 102-300). 

Certifies mammography facilities, collects associated fees (P.L. 102-539, P.L. 105-248, 
P.L. 108-365). 

Accelerates premarket review (P.L. 105-115). 

Regulates unapproved uses of approved devices (P.L. 105-1 15). 

Collects user fees for premarket device review (P.L. 107-250, P.L. 108-214, P.L. 

109-43). 

Accredits third parties to conduct inspections (P.L. 107-250). 



Other Activities and Responsibilities 

The above analysis focuses on areas in which FDA has product-specific 
regulatory responsibilities. However, certain components of FDA’s budget aad 
responsibilities do not fall within these categories (e.g., toxicological research, and 
headquartere aod office of the FDA Commissioner) or are fended by components of 
each area’s budget (e.g., FDA’s field activities). While an in-depfli analysis of these 
areas is not included in this report, we have provided a brief description of each one 
below. 

T oxicological Research. FDA’s activities related to toxicological research 
are conducted by the National Center for Toxicological Research (NCTR), in 
Jefferson, AR. NCTR, which was established by Executive Order in 1 97 1 , does not 
have an explicit authority in law, and does not have direct regulatory 
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responsibilities. NCTR conducts peer-reviewed scientific research and provides 
expert technical advice and training to support FDA regulatory activities. NCTR 
uses Interagency Agreements, CRADAs, informal collaborations, and visiting 
scientists to advance its research activities. 

InFY1980,NCTRhad331 FTEs,andabudgetof$16,533,000. InFY2006,its 
budget was $40,739,000, which represented an increase of 6.4% in inflation-adjusted 
terms fi^m FY1980. During that same period, NCTR’s number of FTEs declined by 
42.4% to 190. 

Headquarters and Office of the Commissioner. The FDA 

Commissioner has broad authority and responsibility to conduct research to support 
the agency’s mission.'"* The Office ofthe Commissioner (OC) is made up of several 
components, including the Ethics Program, Good Clinical Practice Program, History 
Office, Office of Combination Products, and Office of Crisis Management, among 
others.'"^ 

As reported in the FY1982 hM^get Justification, FY1980 funding for the OC 
was included in FDA’s Program Management budget line. This line also included 
funding for the Associate Commissioners and the general management persoimel 
responsible for the central program direction and administrative support functions of 
the agency. As reported in the FY2008 budget Justification, fimding for the OC in 
FY2006 was included under the title FDA Headquarters and Office of the 
Commissioner. It consisted of agency-wide program direction, and administrative 
services to ensure that FDA’s consumer protection efforts were managed and that 
available resources were put to the most efficient use. 

In FYl 980, Program Managementbad 553 FTEs and a budget of $42,41 3,000. 
In FY2006, the FDA Headquarters and Office of the Commissioner budget was 
$103,886,000, an increase of 5.7% in inflation-adjusted terms. During that same 
period, the OC’s number of FTEs had increased by 21.5% to 672. None ofthe OC- 
related activities in FYl 980 were funded by user fees. In FY2006 17.5% of the OC- 
related budget, and 20.8% of the FTEs were funded by user fees. 

Field Actlvltles:The Office of Regulatory Af^lrs. The lead office for 
FDA’s inspection and enforcement activities (which FDA calls “field activities’’) is 
the Office of Regulatory Affairs (ORA). ORA is comprised of its Headquarters, the 
Office of Resource Management, the Office of Regional Operations, the Office of 
Enforcement, and the Office of Criminal Investigations.'"* 

In the FY2008 budget justification, field activities for FY2006 are included as 
one component of each activity area (drugs, devices, food, etc.). A separate section 
provides total budget and FTE numbers for field activities. These field activity 


See [http://www.fda.gov/nctr/]. 

’"*21 U.S.C.§ 393(d)(2)(C). 

See [http://www.fda.gov/oc/]. 

See [http://www.fda.gov/ora/about/default.htm]. 
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numbers are not added in to the total budget under the field activity line. (Otherwise 
diey would be counted twice.) While FDA carried out field activities in FY1980, in 
the FY 1 982 budget justification, FTEs and budget numbers for FDA’s field activities 
were not broken out as they were for F Y2006. Therefore, there is no FY 1 980 point 
of comparison for the FY2006 numbers for field activities. 

In FY2006, FDA field activities had a $499,853,000 budget and had 3,460 
FTEs. User fee funds accounted for 3.5% of the budget and 1.7% of the FTEs. 


Concluding Comments 

This report provides information on changes in FDA’s resources, both budget 
and FTEs, as well as the evolution of its statutory responsibilities. Resources and 
responsibilities are juxtaposed because, as Congress requires more from the agency, 
it is impjortant to assess whether FDA has the necessary financial resources to meet 
all those statutory responsibilities. The report is intended to assist Members and their 
staff in evaluating whether FDA’s resources have fallen short, and, if so, how to 
enhance FDA’s performance. 

The status of FDA resources and agency performance is important to Congress 
because each day, FDA-regulated products touch the lives of every American citizen 
as well as people around the world. As stated previously, about 25% of American 
consumer dollars are spent on these FDA-regulated products. Among the industries 
that FDA regulates are some of the most successful and innovative in the U.S. 
economy. The agency regulates a wide range of products valued at more than $1 
trillion. Problems with their safety or effectiveness could affect anyone, as is evident 
from the following sample of things FDA regulates: 

• the calorie and fat content information on food labels; 

• permissible and required information in televised prescription drug 
ads; 

• the coloring in foods, medicines, and cosmetics; 

• the purity of ingredients in prepared foods — for people and 
animals; 

• inspection requirements for mammography and MRI equipment; and 

• antibiotics in the feed fed to animals bred for human consumption. 

The data in this report, assembled fi'om the annual material that each President 
submits to Congress for the next year’s appropriation, indicate some year-by-year 
variation, but mostly illustrate a few trends. For FDA as a whole, comparing 
FY2006, the most recent year for which we have parallel data sources, to FY1980 
yields these inflation-adjusted findings (see Figure 1): 
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FDA Budget: 

• almost a doubling of direct congressional appropriations (budget 
authority); 

• more than an 10-fold increase in other funds, mostly user fees; 

• resulting in an overall budget in FY2006 almost 2-1/2 times that in 
FY1980. 

FDA FTEs: 

• less than a 1% increase in budget authority-funded FTEs; 

• an almost fourfold increase in FTEs funded by other sources, mostly 
user fees; 

• resulting in an overall 19% increase from FY1980 to FY2006. 

Similar relationships are observed in each of the major activity areas that receive 
user fees (the Foods program does not have user-fee funds) and are discussed in this 
report. The human drugs program, along with biologies, was the first to include user 
fee revenue in its budget and is a good example to illustrate the relationship over time 
between congressionally appropriated dollars and user fee generated dollars. Again 
from FY1980 to FY2006, the data show that the human drugs total budget (program 
level), which included user fee revenue, more than tripled (a 23 1 % increase) although 
the direct congressional appropriations (budget autihority) increased by 78%. The 
effect of user fees is even more evident in comparing the number of FTEs. The 
budget authority funded FTEs decreased by 14%, but the overall human drug FTE 
level increased by 40% because of user fee funding. For the human dmg program in 
FY2006, user fees contributed 46% of the budget and funded 39% of the FTEs. 

In general. Congress has either kept direct appropriations in line with inflation 
(FY 1 980-FY 1 988, F Y 1 994-F Y 1997, and FY2002-2007) or increased them gradually 
(FY 1 989-FY 1 993 and F Y1 998-FY200 1 ). The exception is F Y2002, when Congress 
increased direct appropriations to FDA by 23%, along with increases to other public 
safety agencies in response to the attacks of September 11, 2001, and the anthrax 
mailings soon after. 

Congress and various administrations have allowed FDA’s research program to 
diminish and its many data systems are not meeting the agency’s needs. The context 
of this report does not allow a distinction between program decisions made by budget 
constraints and those made by policy intent. 

The focus of this report is the FDA budget. The discussion does not, therefore, 
explore other possible constraints on FDA’s meeting its responsibilities and the 
public’s expectations. Such factors could include the agency’s lack of strong 
advocates, both externally (such as NIH has with its patient advocacy groups) and 
internally (because of chronic vacancies in key leadership positions, including the 
Commissioner). Independent of whether the FDA budget is sufficient to cover 
agency responsibilities is how FDA manages the resources it does have. The 
influence of non-budgetary factors likely complicates agency actions, though 
analyzing that is beyond the scope of this report. 
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From 1 980 through 2007, 36 new major statutes were enacted that address FDA 
activities. This report does not evaluate the impact of individual statutory 
requirements on the workload and resources needs of the agency. However, an 
examination of the FDA Amendments Act of 2007 (FDAAA, P.L. 1 10-85) provides 
examples of the funding issues discussed in this report. Some news coverage of 
FDAAA hailed it as “the most sweeping overhaul of the Food and Drug 
Administration in a decade.”"" In addition to the widely expected reauthorization 
of dmg and device user fees and pediatric drug research incentives, FDAAA, among 
other things, authorized demonstration grants, including ones for improving pediatric 
device availability; established mechanisms for public-private partnerships to support 
FDA’s mission to accelerate medical product innovation, translational therapeutics, 
and enhanced medical product safety; required an expanded clinical trial registry 
databank; and strengthened FDA’s authority to require studies and labeling changes 
for drugs already on the market. 

Implementation of these and other provisions is to involve the development of 
new regulations and extensive communication with industry and the public. Carrying 
out these new responsibilities will require time and resources. To fund all these 
provisions, FDAAA authorized annually an additional S250 million in appropriations 
and $32 million in user fee revenue."' Absent appropriations, these authorizations 
remain congressional statements of intent. 

This report has focused on the presentation of FDA’s financial and human 
resources and statutory responsibilities over time. In presenting that information in 
context, the report also identifies actions — other than a straightforward increase in 
direct appropriations — that others have suggested as possible steps to help FDA’s 
budget situation. These propose to: 

• Restructure the PDUFA trigger mechanism to minimize its 
unintended effect of pulling resources from non-PDUFA activities. 

• Authorize FDA to bypass the HHS and 0MB budget offices in 
submitting its request for appropriations to Congress. 

• Require, in addition to the OMB-processed budget request, that the 
FDA Commissioner submit to Congress a Professional Judgment 
budget based on his or her personal expertise and experience. 


This number is held down by the concatenation of many introduced bills into large 
packages passed as single items. For example, FDAAA of 2007 is counted once although 
it included the Prescription Drug User Fee Amendments of 2007, the Medical Device User 
Fees Amendments of 2007, the Pediatric Medical Device Safety and Improvement Act of 
2007, the Pediatric Research Equity Act of 2007, and the Best Pharmaceuticals for Children 
Act of 2007, among many other items. 

Drew Armstrong, “Major Elements of the FDA Overhaul,” CQ Weekly: Health, 
September 24, 2007, p. 2767. 

' ' ' FDAAA included other provisions that could (but do not necessarily) affect FDA’s total 
program level. These are direction to transfer appropriated funds for specified purposes, 
authority to assess certain civil penalties, and authority to appropriate funds for certain 
grants and contracts. 
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• Move FDA appropriations from the appropriations subcommittees 
on agriculture to the Labor-HHS subcommittees, which handle most 
other agencies involved in protecting the public’s health. 
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Appendix. Methodology 

This report tracks, as consistently as possible with publicly available material, 
the FDA budget numbers and employee numbers (FTEs) from FY2007 back to 
FY1980. The goal was to provide about 25 years of budget and FTE history 
accompanied by changes in the agency’s statutory responsibilities. Only limited 
budget and FTE data are available from bills and reports of the congressional 
appropriations committees. Citing constraints on its staff time, FDA indicated that 
it would only be able to provide data for recent years. Therefore, this report used 
data prepared annually by FDA for Congress at the begitming of each budget cycle 
and presented in the Juj/i/icarton documents. The Justifications are prepared initially 
by FDA and transmitted through HHS to OMB, often with adjustments made by 
HHS and OMB. These documents provide detailed budget and FTE data along with 
an extensive narrative. 

Over the years, changes in agency organization, accounting methods, 
definitions, and other conditions resulted in variations in data presentation in the 
Justification documents. Although some data inconsistencies found in the documents 
could be explained, other inconsistencies could not. This section of the report 
provides the basic approach used to calculate historical budget and FTE numbers, 
highlights inconsistencies among the Justification documents, and describes the steps 
taken to make the data as consistent as possible. There may be additional data 
inconsistencies that were not found because they were less readily apparent. 

The annual Justification documents present first the overall FDA information 
(narrative, and budget and FTE data) followed by information for the various activity 
areas within the agency. Except as noted below, this report uses data from the 
Actuab column in tables labeled: All Purpose Table — Total Program Level; All 
Purpose Table — Budget Authority; and . These tables are foimd at the beginning of 
each Justification document. The report also uses activity-specific data from similar 
tables that are included at the beginning of the Justification ’s narrative section on 
each activity area. 

Overall FDA Budget 

The FDA’s total budget, also called the program level, consists of (1) direct 
congressional appropriations, referred to by FDA as budget authority, and (2) funds 
collected or transferred from other sources, which this report refers to as other funds 
and which FDA lists under user fees in recent Justifications. Other funds include all 
of the financial and FTE resources that are available to FDA as itemized in the 
Justifications that are from sources other than direct congressional appropriations. 
In recent years, the largest component of other funds comes from user fees collected 
under the authority of the Prescription Drug User Fee Act, the Medical Device User 
Fee and Modernization Act, and the Animal Drug User Fee Act. Grouped separately 
in some years ’ Justifications are other fees obtained under the Mammography Quality 
Standards Act, and fees collected for color certification, export certification, and 
Freedom of Information Act (FOIA) requests. Additional sources itemized in the 
Justifications include advances and reimbursements; Parklawn Computer Center 
FTEs; CRADAs; and P.L. 83-480 (Agricultural Trade Development and Assistance 
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Act of 1954) funds. Note that overall FDA budget authority includes appropriations 
for both “Salaries and Expenses” and “Buildings and Facilities.” (In contrast, as 
indicated below, activity-area budgets include only “Salary and Expenses.”) 

Activity Area Budgets 

This report follows the order in the FY2008 Justification document in 
presenting information on FDA’s five major activity areas: Foods, Human Drugs, 
Biologies, Animal Drugs and Feeds, and Medical Devices and Radiological Health. 
For each activity area, the Justification provides the amount given by direct 
congressional appropriations (budget authority) and user fees (a narrower category 
than other funds), the total of which is the program level. 

The Justification documents do not allocate an amount for Buildings and 
Facilities to each activity-area. Buildings and Facilities is recorded as a separate line 
within the overall FDA budget. Activity area amounts in this report’s tables and 
graphs are for Salaries and Expenses. 

The report groups remaining FDA activities (Toxicological Research), agency- 
wide responsibilities (Headquarters and Office of the Commissioner) and 
expenditures (Rent, Buildings and Facilities) into an “Other Activities” category. 
Tables A2 and A3 in the Appendix of this report include budget and FTEs for Other 
Activities within the FDA Total columns, but do not provide a separate Other 
Activities column. Budget amounts for Other Activities are included in Figure 1 and 
Figure 3, which present overall FDA data. 

Inflation Adjustment 

Data in Table A2 in the Appendix are as reported in the Justifications and have 
not been adjusted for inflation. For Figures 1 and 2 as well as Figures 4-9, data have 
been adjusted for inflation using “Total Non-Defense” deflators fium Table 10.1, 
Gross Domestic Product and Deflators Used in the Historical Tables: 1940-2012, 
found on pages 192-193 in; Office of Management and Budget, Historical Tables, 
Budget of the United States, Fiscal Year 2008. 

Basic Approach 

As stated above, this report uses data found in the Actuals column of tables in 
the Justification documents."^ Budget and FTE information for each activity area 
found in the overall summary tables at the fi’ont of the Justification document was 
compared with information found in the tables within the activity-area sections ofthe 
same document for confirmation. When a Justification included inconsistent 
information. Justification documents from the preceding and succeeding fiscal years 
were used to resolve the problem. The steps taken to resolve specific inconsistencies 
are described below in Table A1 in the Appendix. The reporting format that FDA 


Actuals data for a specific fiscal year can be found in the Justification document 
proposing the agency’s budget two fiscal years later. For example, the Actuals data for 
FY2001 come fiom the FY2003 Justification. 
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has used within the Justification documents to describe both its overall budget and 
those of its various activities has changed over the past 28 years. The format in this 
report was kept as consistent as possible with the format found in the FY2008 
Justification. 
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The University of Texas System 

Nine Universities. Six Health Institutions. Unlimited Possibilities. 


Offlce of Heilth Affairs 

Df. Kenneth 1. Shine, M.D., Executive >nce Ckancetloi 
601 Colondo St, Suite 203, Austin. Teui 78701 
Phone; SI2-499.4224 Fix: 312.499-4313 


the UntvefUiy ef TVbs o 

The Unlmtiijr of thzu at Austbi 
The Unive^ of Tboa el BiDwnnffie 
the UnfKisttr of Ttes a DsOu 
The Ul it v e nay of Ttais M B tto 
the of 'bas-Pen ADacin 

The Uitiveaiv cf 'teias 
of the tasdu Buln 

The UntvosBy of ThxBs a Sen Astoik) 
The Untvostty of Tem u Tyler 


Dr. Andrew Von Eschenbach 
Commissioner, Food and Drug Administration 
5600 Fishers Lane 
Rockvilie, Maryland 20857 


Dr. Von Eschenbach: 


January 22, 2008 


The Univssiir of Thus 
Southwatem Medkal Cemff a Dilis 


The Unhediy of 1&BS 
Medial bendi a GiKcaan 


The Untveoi^ of Thus 
Huhh Sdence Center a KouSBin 


The Ibhuiiq' ef Tfcxu 
Hcehh Science Center It San Aouttlo 


I am sorry you could not be present for the presentation of the Subcommittee Report on 
Science in the FDA which was made to the Science Advisory Board by Gall Casseik and 
a number of other Committee m^bers. The Report was extremely well received by the 
SAB. it was unanimously accepted and the Sub^mmittee was dissolved. 

In her transmission motion, Dr. Cassel! Jid indicate that the SAB should conduct 
additional studies of some components of the FDA in follow-up to the Report. The SAB 
concurred in this recommertdation. 


The Unlveisiiy pf TViu 
M D. Andenan CXncer Cen» 

The Univentif od TbBs 
HeaMi Csiar a Tyia 


Comments made by SAB members indicated that they believed the Report to be a 
landmark study which should be widely discussed. I enclose a copy of the bound of the 
Report for your review, although I presume that you have access to the Report which was 
submitted to the Advisory Board. 



KIS/tlw 


xc: Dr. Galt Cassell 
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Dr. Kenneth 1. Shine, M.D., Executive Vice Chuiecllor 
60} Coioredo Si, Suite 305, Auttin, 7B70I 
Phone; Si2.49M22d Fex: 512-499-4313 


January 23, 2008 


The UnlvcRity of liacu et Arts^on 
The Univerett)' of liscu u Austn 
The UnlveislQr of Ttaot at BiovvntvjBe 
The Unlvetsiiy of Tsos st Dilixs 
The Univeniiy d Ihxw ei B Peso 
The UnjvBshy of Tbes -Pxn Americxn 

The Univnstty of Ttnus 
the tamian Bestn 

The UnfveisAy of ThxBS ti San Aiuoiio 
The UnNeniiy of Thus St lyier 


The Unlwiiv of Tkxas 
Souihwettem Medkal Cotter Bi Delbs 

The Univeistijr of Thxis 
Medlea] &*ndi it Cafveaan 

The Unt v etti ty oTltaB 
Heshh SdBtt Qsttei at Hougon 

The UntverDg* oT TtaBS 
Health Sdcnce Center at Sac AniKUO 

The UolveRit; of Ttaxs 
M D. Andsson Canes ^nls 

The IMvssity of Ihn 
Heeith Cams at Tyler 


Dr. Gail Cassell 
Eii Liily and Company 
940 S. East Street, Dock 86 
DC 1053 

indianapoiis, IN 46225 
Dear Gail: 

Thank you again for your extraordinary leadership of the Subcommittee to examine the 
Science Programs of the FDA. The Science Advisory Board of the FDA, which is the 
advisory to the Commissioner, unanimously accepted your report at its meeting of 
December 3, 2007. 

The Board believed that the Subcommittee had completed its work and approved a 
motion to dissolve the Subcommittee. It approved your motion to do some follow-up work 
on areas In which the Subcommittee could not complete an in-depth analysis but that 
these further reviews would be would be conducted by the SAB independent of your 
Subcommittee report. However tt% discussion indicated that the Board clearly wished to 
have your report widely available and understood by the various constituencies. 

The Board acknowledged your extraordinary efforts and those of your colleagues and 
expressed its appreciation for your completion on an outstanding product. 

Since the Scientific Advisory Boatd is advisory to the Commissioner, the Board assumed 
that your report would be made available to him. 


wwKuuynemedu 


Thank you again for your extraordinary efforts. 
Yours t 



i. Shine, M.D. 

Vice Chancellor for Healtti Affairs, The University of Texas System 


Immediate Past Chairman of the Scl«itir»c Advisory Board 


KlS/tlw 
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Advisers Say F.D.A.'s Flaws Put Lives at Risk - New York Times 


Page 1 of 2 


She 9«rk ^mre 



December i, 2007 

Advisers Say F.D.A.'s Flaws Put Lives at Risk 

ByfiARPJSatHAMUa 
Correction Appended 

WASHINGTON, Nov. 30 — The nation’s food supply is at risk, its drugs are potentially dangerous and its 
citizens’ lives are at stake because tiie Food and Drug Administration is desperately short of mon^ and 
poorly organized, according to an alarming report by agency advisers. 

The report, made public on Thursday, is the latest and perhaps most fer-reaching in a string of outside 
assessments tiiat have concluded that the F.D A. is poorly equipped to protect the public healtii. 

It was written by three members of the F.D A Sdence Board, an advisory panel that reports directly to the 
agency’s commissioner, Dr. Andrew C. von Eschenbach. The three authors in turn had 30 scientific advisers. 

The report concludes that over the last two decades, the agency’s public health responsibilities have soared 
while its appropriations have barely budged. The result is that the F.D A. is felling farther and fertiier behind 
in carrying out its responsibilities and understanding the science it needs to do its many jobs. 

“F.D.A’s inability to keep up with scientific advances means that American lives are at risk," the report 
stated. 

Sandy Walsh of the F.D A. said the agency "values the evaluation done by the subcommittee members and 
the scientific experts that were consulted” but would not «)mment further. 

Barbara J. McNeil, a professor of health care policy at Harvard Medical School and one of the report’s 
authors, said she was stunned at the agency's sorry state. 

“This was the first time that a group of people got together and really looked at all the areas that the F.D A. 
has to cover,” Dr. McNeil said. "We were shocked at the scope of its responsibilities, we were shocked at how 
little its resources have increased, and we were surprised at the conditions those in the F.D A had to work 
under." 

The report notes that tiie agency’s computer ^sterns are aging and prone to breakdowns, “most recently 
during an E. coli food contamination investigation." 

“Reports of product dangers are not rapidly compared and analyzed, inspectors’ reports are stiH handwritten 
and slow to work their way through the compliance system, and the s>^tem for managing imported products 
cannot communicate with customs and other government systems," the report stated. 


http;//www.nytimes.coin/2007/12/01/washington/0Ifdahtml?_r=l&sq=advisers say F.D.A... 1/28/2008 
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The agency often misses significjant product arrivals because its computers are so poor that they cannot 
distinguish between shipments of road salt and those of table salt, the report said. 

The Institute of Medicnne. the nation’s most presti^ous scientific advisory organization, concluded last year 
that the agency’s system for ensuring the safety of drugs needed an overhaul. Recent legislation enacted some 
of the institute’s recommendations. 

More hearings regarding the F.DA.’s oversight of food are in the offing, induding one in the Senate on 
Tuesday. The report concluded that the “F.D.A’s ability to provide its basic food system inspection, 
enforcement and rule-making functions is severely eroded, as is its ability to respond to outbreaks in a timely 
manner.” 

the report was raising an alarm because “this is a crisis." Dr. FitzGerald pointed to a series of food and drug 
scares that have demonstrated how little oversi^t die F.DA. provides. 

He blamed a “cabal of Congressional majorities and presidential administrations that has serially stripped 
the agency of assets.” 

Correction; December 6, 2007 

An artide on Saturday about an advisers’ report critical of the Food and Drug Administration misstated the 
date that the report was made public. It was posted on the agency’s Web site last Thursday, not on Friday. 


Privacy Pc^ ev | SaareH i Corractiona | RSS| { PmH-OOk { | Contaq ; Lii | Viferiifor Ll> | SteMap 


httD://www.nytimes.coni/2007/12/01/washington/0lfda.htnil? r=l&sq=advisers savF.D.A... 1/28/2008 
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Budget Justification 


A. Implementation of Critical Path ($50M/yr) for first two years with 
significant increase in yr 03 to increase external collaborations. 

B. Drug Safety $350M per year, plus $210M = $560M 

Source: lOM Report on Drug Safety September, 2006. Reviewed by CDER, 
Surveillance/Biostatistics Working Group of the Science and Technology 
Subcommittee of the FDA Science Board who agreed with the general high level 
recommendations and additional breakdown as follows: Some of the major items 
included in this total figure are an assumed $ 1 OOM annual funding for FDA 
research and $ 1 lOM per year to fund a fully operational active surveillance 
system that several Chapter 4 recommendations [Science of Safety] seem to speak 
to. This figure also includes an estimate of approximately $25M to implement 
new regulatory authorities [per Chapter 5]. This total also includes rough 
estimates for miscellaneous other recommendations. Then an estimated $60M for 
epidemiology contracts and $1 SOM to establish public/private partnership as 
outlined in Chapter 7 of the lOM report. 

C. Emerging Science with Emphasis upon Genomics $50M (31.95M genomics 
plus 15M for other emerging sciences)/yr first two with concomitant 
increases for other emerging areas of science 

SUMMARY OF RECOMMENDATIONS AT A GLANCE 


Recruit and retain staff 



Laboratory Personnel 

15 

@$150K per year = $ 2.25 M 

IT infrastructure 

3 

@$100K per year = $ 0.30 M 

Review staff 

30 

@$130K per year = $ 3.90 M 

Requlatory review staff 

35 

@$140K per year = $ 4.90 M 


12 


Finish and equip lab space 

50,000 ft^ 

@$300/sq.ft. $15 M 

CRADAs, especially for 
post-launch safety 
monitoring 

10 

@$500K per year = $ 5 M 


Estimated Total Cost to implement recommendations, per year = $50.00 Million 
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D. Food Safety $400M 

Source: FDA Coalition Data but Reviewed by the CFSAN/CVM Working Group 
of the Science and Technology Subcommittee of the FDA Science Board Who 
Agreed were reasonable estimates. The Coalition increased their original estimate 
from $250M as outlined below to $400M which was also supported by the 
Subcommittee working group. The later includes $150M to strengthen Imports. 

General principles: 

• All five areas are high priorities, and frinding should remain proportionate among 
them 

• Funding between CFSAN and ORA should remain proportionate to existing ratio 
of 1/3 CFSAN and 2/3 ORA. 

Priority Areas for FDA Funding for Foods Program: 

Totals: $250 million for FDA [CFSAN: $90 million; ORA $160 million] 

1. Enhance food safety by filling gaps and increasing inspections and compliance: 
FDA funding would provide for modernized food safety standards for fresh produce and 
other raw foods and increased inspections, compliance, and rapid outbreak response. 
Increase focus on imports 

Added funds needed: CFSAN: 50 million ORA: 160 million 

Focus Areas 

• Fresh Produce and Other Raw Foods (e.g., eggs, seafood). 

• Modernize food safety standards. 

• Develop and implement inspectional programs to audit industry compliance. 

CFSAN; 30 million ORA: 60 million 

• Imports. 

• Increase the staffing at FDA’s import districts to meet the demands of a more 
robust import inspection program. 

• Improve information technology that will aide in risk ranking of various 
ingredients, products and sources. 

• Enhance rapid inspection methods for imports. 

CFSAN: 10 million ORA: 60 million 

• Infrastructure. 

• Enhance existing laboratory infrastructure, with increased staffing and adequate 
equipment, to provide for higher volume of product testing, from both domestic 
and import inspection programs. 

• Enhance real-time testing methodologies to increase speed and accuracy. 

• Enhance information technology systems needed to track and prioritize activities. 

CFSAN: 10 million ORA: 40 million 
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2. Risk Assessment: FDA funding would enable FDA to lead multi-stakeholder task 
force (FDA, EPA, academics, industry, consumer groups) to undertake a project to 
develop a risk prioritization model and assessment for contaminants found in food at 
low levels. 

Added funds needed: CFSAN: IS million, for Office of Plant and Dairy 

Foods and related functions 


Focus Areas 

• Develop a predictive toxicology model that indicates the relative risk associated 
with a given chemical when found in food, 

a. Model would take into account chemical’s structure activity, known 
toxicology, exposure or ingestion estimates, etc. 

b. Allows FDA and industry to focus mitigation resources on compounds that 
affect health. 

• Conduct additional microbial risk assessments to better assess relative risk of 
microbial contaminants. 

• Develop a risk prioritization model that includes both chemical and microbial 
hazards. 

3. Advance safe new products and technologies for foods: FDA funding would 
ensure that new food additives, new food contact substances, and new biotechnology 
varieties receive a thorough and efficient review by FDA so consumers can benefit 
from their introduction into foods. 

Added funds needed: CFSAN: 5 million, for Office of Food Additive Safety 

and related functions 


Focus Areas 

• Increase staffing for food additive petitions, food contact substance notifications, 
GRAS (Generally Recognized as Safe) notifications and biotechnology 
consultations, as well as review the safety of existing ingredients 

• Enhance computerized support for food additive program, including electronic 
submissions; 

4. Promote health and wellness: FDA funding would ensure that the agency is playing 
a vigorous role in helping consumers make sound food choices to meet today’s 
dietary recommendations. This would involve reviewing new health-related claims 
in a thorough and timely way, as well as adapt the food label to consumers’ 
nutritional needs. 

Added funds needed; CFSAN: IS million for Office of Nutritional Products, 

Labeling and Dietary Supplements, and related functions. 
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Focus Areas 

• Undertake major recruitment program for scientific experts nutrition and related 
fields, to regain national and international 

• Increase regulatory staffing as needed to modernize the food label to align with 
the Dietary Guidelines and My Pyramid. 

• Increase staffing to review health claim, nutrient content claim, and related 
petitions, as well as labeling complaints, in a timely way. 

• Increase staffing to improve public education on making sound dietary choices 
and combat the rising problem of obesity. 

5. International harmonization: In today's ever-increasing international trade in food 
products, FDA funding would ensure that FDA continues as a world leader in 
promoting international harmonization and providing science-based standards for 
international trade. 

Added funds needed: CFSAN: 5 million 

Focus Areas 

• Increase staffing, expertise and travel budget for full and vigorous participation in 
Codex and Codex-related activities for harmonizing international standards for 
food. 

• Increase staffing, expertise and travel budget needed to attending international 
conferences on emerging scientific issues. 

E, IT BUDGET RECOMMENDATIONS 

Source: Developed by IT Science and Technology Subcommittee Working 
Group of FDA Science Board. 

The current IT budget is clearly insufficient to support the FDA’s mission. For 
example, over 80% of the FDA network servers are more than 5 years old and 
thus are in service beyond the recommended life expectancy of such machines. If 
even such fundamental IT infrastructure components are inadequate, how can the 
FDA be expected to invest in the capability to manage emerging risks such as the 
new sciences (panomics, wireless healthcare solutions, nanotechnology, medical 
imaging), bioterrorism threats, remote sensing networks to scale the monitoring of 
manufacturing or prototypes for complex global electronic product code 
architectures to support anti-fraud activities? As a simple example of the 
consequences of an unstable technology infrastructure, the FDA’s participation in 
the national E.Coli 0157 outbreak in 2006 was hampered by outages in the FDA 
email system that is dependent on the outdated FDA technology infrastructure. 

Critical IT programs at the FDA that are responsible for plaiming and 
implementing scalable data exchange capabilities, e.g. the enterprise architecture 
activity which is responsible for the standardization of technology across the 
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whole agency and the data standards activity which defines how the FDA and its 
stakeholders will exchange data, are grossly understaffed for an agency the size of 
the FDA. 

The overall IT budget for the FDA is 200M dollars compared to 500M for the 
CDC. While the FDA has a total of 12,000 staff and the CDC has a total of 
14,000 staff. In many ways, the IT operational activities of the two agencies are 
similar. Specifically, each agency must manage complex scientific data, set data 
sharing standards, support internal scientific operations and support extramural 
capability to reduce risk to the public. However, the CDC average IT expenditure 
per staff person is approximately 35,000 dollars compared to 16,000 dollars at the 
FDA. Not only must the FDA deliver capability in the terrorism preparedness and 
response arena that is very similar to that at the CDC but the FDA must also 
regulate approximately 1 trillion dollars worth of consumer goods or about 25 
cents on every consumer dollar expended in this country. It seems to follow that 
its IT budget should easily surpass that of its sister agency, the CDC, however, as 
we can see the FDA IT budget is only about 40% of the CDC IT budget. 

While the IT staff to total staff ratio approaches industry benchmarks at 5.8/100, it 
is important to recognize that these benchmarks do not take into account either the 
complexity of the FDA scientific mission nor does it take into account the need 
for the FDA to support the development of national/intemational information 
sharing capability. 

The FDA must invest in the development of large-scale, sustainable data sharing 
infrastructures to support clinical trials and pharmacovigilance, quality activities, 
registration activities, and manufacturing life-cycle activities (e.g., electronic 
product coding to prevent manufacturing fraud). These are expensive, but critical, 
investments. As benchmarks, we can examine other government investments. 
Examples of major CDC IT investments (estimated costs for 2006-2008 from 
http://www.cdc.gov/od/ocio/CDC IT Strategic Plan FY 08-12.pdf l include the 
following: BioSense ($164 million). National Electronic Disease Surveillance 
Systems (NEDDS) ($75 million), and the National Select Agent Registry ($20 
million). The cost estimates for these CDC systems do not include the tens of 
millions of dollars already invested in them over the previous 3-5 years. DHS is 
investing in the National Biosurveillance Integration System (NBIS) ($15 million 
for first year of development), and the National Cancer Institute is investing in the 
Cancer Biomedical Informatics Grid (CaBIG) ($20 million/year for first three 
years). 

The FDA must have a sizable budget to support extramural activities that 
accelerate the development of health information exchanges to support clinical 
trials and pharmacovigilance. These entities will be external to the FDA and will 
be owned by the health care providers and payers. However, it is critical that the 
FDA establish the necessary data and information standards as well as 
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consolidated repositories that store data for clinical trials and pharmacovigilance 
so that the independent health information exchanges can aggregate data. 

As we consider recommendations for the FDA IT budget we must recognize that 
each of the FDA emerging risk areas will need a similar sized investment to 
prepare the agency to regulate these fast developing fields including: panomics, 
wireless healthcare devices, medical imaging, and nanotechnology. The 
investment must cover the cost of the development of a team, analysis of the 
emerging risk, and development of an information technology capability to 
support the regulatory role of the FDA for the new science area. 

Starting from the base of 200M dollars that has clearly been insufficient to 
support the regulatory science and regulatory services that the FDA must execute, 
the FDA must receive the following additional IT investments to support the 
recommendations above. 


Recommended Additional IT Funding Above Current Baseline 


IT Investment Area 

Critical Information Supply Chains 
New Science and Emerging Risks 
Food Safety 

Technology Infrastructure 
IT Best Practices 
Coilaboration Platforms 
Legislative 


Funding per Year 

45 million 
50 miliion 
70 million 
15 million 
5 million 
10 million 
3 million 
198 million 


Total 



417 


FDA Science and Mission at Risk 


Report of the Subcommittee on Science and Technology 



The State of Science at the Food and 
Drug Administration 


By Peter Barton Hutt« 

Introduction 

Science at the Food and Drug Administration (FDA) today is in a 
precarious position. In terms of both personnel and the money to 
support them, the agency is barely hanging on by its fingertips. The 
accumulating unfunded statutory responsibilities imposed on FDA, the 
extraordinary advance of scientific discoveries, the complexity of the 
new products and claims submitted to FDA for pre-market review and 
approval, the emergence of challenging safety problems, and the 
globalization of the industries that FDA regulates — coupled with 
chronic underfunding by Congress — have conspired to place demands 
upon the scientific base of the agency that far exceed its capacity to 
respond. FDA has become a paradigmatic example of the "hollow 
government" syndrome — an agency with expanded responsibilities, 
stagnant resources, and the consequent inability to implement or 
enforce its statutory mandates. For the reasons set forth in this 
report. Congress must commit to a two-year appropriations program to 
Increase the FDA employees by 50 percent and to double the FDA 
funding, and then at least to maintain a fully burdened yearly cost-of- 
llvlng increase of 5.8 percent across all segments of the agency. 
Without these resources the agency is powerless to improve its 
performance, will fall only further behind, and will be unable to meet 
either the mandates of Congress or the expectations of the American 
public. 

Congress and the nation therefore have a choice. We can limp along 
with a badly crippled FDA and continue to take serious risks with the 
safety of our food and drug supply, or we can fix the agency and 
restore it to its former strength and stature. If Congress concludes to 
fix FDA, however, this cannot be done cheaply. It will be necessary to 
appropriate substantial personnel and funds to reverse the damage 
done to FDA in the past two decades. 

There should be no doubt about the ability of FDA to absorb and put to 
good use a 50 percent increase in personnel and a 100 percent 
increase in funds over two years. Beginning in 1992, four of the FDA 
Centers have readily accommodated large increases in personnel and 
funds under user fee statutes and still have major neglected unfunded 
scientific responsibilities. 


• This report was prepared as part of Mr. Hurt's service on the Science Review Subcommittee of the FDA Science 
Board and reflects his personal analysis and opinion on the matters considered by the Subcommittee. Mr. Hurt is a 
Senior Counsel at Covington & Burling LLP and teaches a course on Food and Drug law each year at Harvard Law 
School. He served as FDA Chief Counsel during 1971-1975. 
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Adequate resources — both personnel and money — alone will not be 
sufficient to repair the deteriorating state of science at FDA. Strong 
scientific leadership and a new vision to access applicable scientific 
knowledge and expertise from throughout the government and the 
private sector are essential to rebuilding the agency's ability to 
implement Its scientific responsibilities effectively. While increasing the 
FDA staff and doubling the FDA's annual funding by itself will not 
achieve this objective, without adequate resources even the most 
creative leadership cannot hope to accomplish what must be done. In 
short, a substantial increase in resources Is a necessary, but not 
sufficient, requirement to restore the science base at FDA to a level 
adequate to permit the agency to address its important public health 
mission. 

This report first reviews the overall state of science at FDA in terms of 
the resources available to the agency as compared with the 
accumulating unfunded mandates imposed by Congress. It then 
considers the scientific personnel and resources needed in order to 
return FDA to a fully-functioning science-based agency in the future. 

Lack of Historical Database 

It must be emphasized at the outset that analyses of the FDA budget 
and regulatory activities over the past decades have been hindered, 
and in many instances have been made impossible, by the lack of a 
validated FDA historical database. A review of the state of science at 
FDA should proceed on the basis of well-documented and uniform 
historical data reflecb'ng the entire spectrum of the agency's budget, 
personnel, and workload. Because of chronic underfunding of the 
agency, and the need to focus ail available resources on FDA's 
important public health mission, the agency has never developed a 
consistent historical database on which adequate analyses can be 
undertaken. For example, under each of its four user fee statutes the 
funds and personnel are split among one or more Centers, the Field 
offices, and various FDA headquarters administrative offices, but FDA 
has no comprehensive compilation that breaks out these numbers by 
recipient. FDA's data for the years prior to 1997 do not separate the 
Centers from the Field force. The agency is unable to break out the 
personnel and funding leveis for cosmetics from the numbers for the 
Center for Food Safety and Applied Nutrition (CFSAN). The numbers 
shown in Tables 4 and 5 are therefore a combination of publicly- 
available data and extrapolations, derived from a variety of sources. 
The Final Report of the Advisory Committee on the Food and Drug 
Administration to the Secretary of HHS (May 1991) found the same 
deficiencies 16 years ago (page 33). In spite of these substantial 
limitations, however, FDA worked hard to compile sufficient publicly 
available information to support the development of Tables 4 and 5. 

For an agency that traces its origin to 1862 and that has had a federal 
statutory mandate to regulate the nation's food and drug supply since 
1906, this lack of a historical database for budget, personnel, and 
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regulatory activities is appalling. FDA cannot be managed effectively 
without understanding where its funds and personnel are allocated as 
well as the historical trends for its regulatory responsibilities. A 
science-based approach to regulation requires an infrastructure that 
can produce adequate data to underpin regulatory planning that will 
most efficiently and effectively promote and safeguard the American 
food and drug supply. But it is also the fault of Congress, not just 
FDA, that such a database does not exist. Congress has failed to 
provide FDA with personnel and funds adequate to support the 
information technology and staff essential for such an effort. 

Accumulating Unfunded FDA Statutory Mandates 

When the Federal Food, Drug, and Cosmetic Act was originally enacted 
in 1938, the regulatory and compliance issues faced by FDA were 
comparatively simple and required far less reliance upon science. The 
issues of adulteration and misbranding could be handled by well- 
trained Field Inspectors located throughout the country. The need for 
Ph.D.s and M.D.s was modest, and very few were employed by the 
agency. 

There was only one exception. The 1938 Act included pre-market 
notification (but not pre-market approval) for the safety (but not the 
effectiveness) of human and animal new drugs. From that modest 
beginning, FDA's role as gatekeeper to new products has expanded 
enormously. Through the enactment of a series of landmark statutes 
beginning in the 1950s and extending through the 1970s, FDA was 
given a mandate by Congress to review and approve, prior to 
marketing, the safety of color additives, human food additives, and 
animal feed additives, and to review and approve the safety and 
effectiveness of human new drugs, animal new drugs, human 
biological products, and medical devices for human use. As a practical 
matter, today no new pharmaceutical product or medical technology 
can be marketed in the United States without FDA first determining 
that It is safe and effective for its intended use. In 1990, Congress 
added pre-market approval for disease prevention and nutrient 
descriptor claims for food products, and in 1994 it added pre-market 
review for new dietary supplement ingredients. These unprecedented 
new responsibilities forever transformed the nature and scope of the 
agency's workload. 

As these and other statutory mandates accumulated, the need for 
adequately-trained FDA scientific personnel, and the resources 
appropriate to support them, increased exponentially. With the rapid 
advance of such scientific disciplines and techniques as analytical 
chemistry, food technology, recombinant DNA technology, quantitative 
risk assessment, modern engineering and electronics, the biological 
sciences, blood and tissue technology, genomics and the other 
"omics," and nanotechnology — to name just a few — FDA has 
struggled to recruit well-trained scientists and to keep up with new 
scientific developments in order to maintain a solid medical and 
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scientific basis for its pre-market review and approval decisions. 
Without congressional appropriations for increased scientific personnel 
and funds to support partidpation in professional scientific meetings 
and to maintain cutting-edge educational programs within the agency, 
FDA staff become increasingly isolated and fall behind their 
counterparts in academia and the regulated industry. 

FDA encounters tremendous problems in implementing the burgeoning 
number of new statutory responsibilities imposed by Congress each 
year. Table 1 lists the more than 100 statutes that directly impact FDA 
enacted by Congress only since 1988 — an average of more than 6 
each year. These are in addition to the core provisions of the 1938 Act 
itself and another 90-pius statutes directly involving FDA that were 
enacted during 1939-1987. Each of these statutes requires some type 
of FDA action. Many require the development of implementing 
regulations, guidance, or other types of policy, and some require the 
establishment of entire new regulatory programs. Virtually all require 
some type of scientific knowledge or expertise for the agency 
adequately to address them. Yet none of these statutes is 
accompanied by an appropriation of new personnel and increased 
funding designed to allow adequate implementation. In the history of 
our country, no other Federal regulatory agency has ever faced such 
an onslaught of new statutory mandates without appropriate funding 
and personnel to implement them. Instead, the agency is expected to 
implement all of these new unfunded congressional mandates with 
resources that, in the corresponding time, represent at best a flat 
budget. Not surprisingly, many of the new congressional mandates 
languish for years or cannot be implemented at all. 

For example, in 1994 Congress authorized FDA to establish good 
manufacturing practice (GMP) regulations for dietary supplements. It 
took nine years before FDA published proposed regulations in 2003, 
and four years later the final regulations have just now finally been 
promulgated. In 1997, Congress required drug manufacturers to 
notify FDA about the discontinuance of specified drug products. FDA 
proposed regulations to implement this requirement In 2000, and 
seven years later has just now promulgated the final regulations. 

As another example, it is well-documented that contamination of 
railroad cars used to transport food and other FDA-regulated products 
can result in serious health hazards. Congress sought to address this 
In 1990 by authorizing the Department of Transportation to issue 
regulations to prevent the contamination of these important products, 
but DOT eventually determined in 2004 that the expertise for assuring 
their safety lies with FDA. Congress then enacted a new law in 2005 
requiring FDA to establish regulations to assure that food is not 
transported under conditions that may render the food adulterated. No 
new personnel or money accompanied this statutory requirement. 
Substantial scientific resources will be needed if the agency is expected 
to develop and implement appropriate regulations. As of today, FDA 
has taken no action to develop these regulations, and has no plans to 
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do so, because it does not have the requisite scientific resources. This 
matter is not even mentioned in the 2007 list of the top 150 priorities 
for CFSAN. 

These simple examples illustrate the problems that FDA encounters 
with the enactment of every one of the new statutory responsibilities 
embodied in the legislation listed in Table 1. Because they are 
unfunded mandates, they are often unimplemented mandates. 

Just a short while ago. Congress once again enacted an unfunded FDA 
omnibus statute, the Food and Drug Administration Amendments Act 
of 2007, that demands substantial FDA scientific resources to analyze 
and Implement. It consists of 11 separate titles, each of which is a 
comprehensive statute in and of itself, for a total of 155 pages of new 
regulatory responsibilities — with no plans for additional appropriated 
funds or personnel to implement it. Parts of it are funded by user fees, 
but large parts are not. There are no personnel or funds in the 
proposed FDA 2008 appropriations to implement the major new 
programs this new statute mandates. FDA cannot manage this 
process by tired old slogans like "work smarter." These only insult an 
already overworked and very dedicated agency staff. The statutes 
documented in Table 1 -- and particularly the FDA Amendments Act of 
2007 — can only be implemented by diverting the agency's staff from 
one task to another. To meet the requirements of a new statute. In 
short, FDA must abandon work on an old one. That is exactly what 
has been happening at FDA for the past 20 years. The only way to 
stop the disintegration of FDA's core responsibilities and still maintain 
the ability to accept new mandated programs is for Congress to 
appropriate the personnel and funds needed to do both. 

Just the congressional consideration of these new statutes through 
House and Senate legislative hearings — and the related 
investigational hearings and letters by other committees and individual 
members of Congress — siphon off substantial time of FDA scientists 
whose expertise is needed to assure that the agency responds fully 
and accurately. This is unquestionably an important part of our 
democratic process. But it is also an unfunded major activity that is 
not accounted for in the budget process even though it consumes 
thousands of hours of FDA personnel. 

In addition to the laws listed in Table 1, which directly require FDA to 
take action. Congress has enacted a number of statutes of general 
applicability that place a large administrative burden on FDA in 
conducting its daily work. Representative statutes of general 
applicability that require substantial FDA resources for compliance are 
listed in Table 2. For example, in order to promulgate a regulation, 
FDA must at a minimum include, in the preamble, not only full 
consideration of all the substantive issues raised by the regulation 
itself, but also a cost-benefit analysis, an environmental impact 
discussion, a federalism evaluation, a small business impact 
statement, a determination whether there is an unfunded mandate 
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impact on state or local governments, and an analysis of paperwork 
obligations. The proposed and final regulations must be reviewed and 
approved by the Department of Health and Human Services (DHHS) 
and the White House Office of Management and Budget (0MB). 
However well-intentioned, these responsibilities place a major burden 
on FDA and require that scientific resources be diverted from other 
areas in order to assure compliance. This has led FDA to avoid 
rulemaking wherever possible and to substitute informal guidance or to 
take no action whatever on important regulatory matters. 

The impact on FDA of just one of these statutes of general applicability 
can be readily quantified. The Freedom of Information Act requires 
FDA, along with other federal agencies, to provide documents In the 
agency's files to the public upon request. This is unquestionably a 
statute of major importance to the country. Because FDA is the 
repository of substantial infbrmab'on that is of interest to the regulated 
industry, academia, and the general public, FDA receives each year 
more FOI requests than any other government agency except the 
Federal Bureau of Investigation. Handling these requests places a 
substantial burden on FDA personnel and funds. To alleviate the cost 
to FDA, Congress included in the FDA Revitalization Act of 1990 
authorization to establish a revolving fund to pay for FOI costs. This 
has, however, produced only a modest offset to the agency FOI costs. 
In 2006, FDA received a total of $493,202 in FOI fees, compared to 
the overall agency FOI costs of more than $11 million. In many 
instances, it is the scientists and not the support personnel at FDA who 
must respond to these FOI requests, in order to assure that the correct 
documents are being provided and that confidential information is not 
made public. These are the same scientific personnel who have, as 
their major priority, the review and approval of applications for new 
products and claims. 

The FOI Act requires that FDA determine within 20 days whether it will 
provide the requested documents, and provide the documents 
"promptly" thereafter. Because of its lack of funds and personnel, FDA 
reduced its FOI staff from 123 in 1995 to 88 in 2006. As a result, its 
backlog of unfilled FOI requests has grown from 13,626 in 2000 to 
20,365 in 2007. Some requests date back four years and even longer. 
The entire system is clearly broken. It cannot be fixed by admonitions 
that the agency should "do better." It can only be fixed by 
congressional appropriation of adequate resources devoted to 
implementing the FOI Act and providing this information to the public. 

The statutes of general applicability are not the only directives that 
have a strong impact on FDA. Every President in the past 40 years has 
issued one or more Executive Orders that impose additional obligations 
on FDA. A representative sample is set forth in Table 3. These 
Executive Orders have the same binding status as a statute and can 
have as great or greater impact. 
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For example. President Bush recently Issued an Executive Order 
delegating review of administrative agency guidance to 0MB. As noted 
above, FDA began to issue guidance in the 1970s in order to provide 
useful information to the regulated industry on important regulatory 
policy issues, without the formality of promulgating regulations. Now 
the agency scientists must devote substantial time to determining 
which guidance fall under 0MB review. For each guidance that 
requires 0MB review, the agency must decide whether it has the 
resources to pursue the matter at all and, if so, what other matters 
must be abandoned in order to carry this one forward. This is not a 
criticizism of this Executive Order. But Congress must realize that it 
entails substantial administrative burdens that require additional 
personnel and funds to implement. 

The combined weight of these unfunded FDA statutes, statutes of 
general applicability, and Executive Orders is tremendous. Each 
includes additional responsibilities for the agency without 
commensurate appropriations for personnel and funds. The result is 
that, with relatively flat funding and a very large increase in what the 
country expects from the agency, FDA is falling further and further 
behind. 

These unfunded mandates cascade down on FDA from all sides of the 
political spectrum. It is not a problem caused by partisan politics. The 
Administrations of President Clinton and President Bush have been 
equally unresponsive to FDA's needs. Nor does this report question 
the justification for these mandates. Rather, it is the undeniable fact 
that these mandates are unfunded, and thus that FDA lacks the 
capacity to implement them, that is objectionable. The country cannot 
withhold the requisite scientific resources from FDA and then complain 
that the agency is incapable of meeting our expectations. 

This disparity between expectations and resources has become 
increasingly apparent to the public in the past five years. Daily media 
headlines have focused on safety problems with prescription drugs, 
medical devices, the food supply, and now pet food as well. Without 
adequate appropriations, this will not just continue but increase. 

The result of this very visible deterioration in FDA resources Is a sharp 
decline in public confidence. Three decades ago, FDA ranked among 
the most respected federal agencies, with a public confidence rating of 
about 80 percent. Today, it has plummeted to between 30 and 40 
percent: 



1970s 

80% 

2000 

61% 

2004 

56% 

2006 

36% 
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As long as appropriations iag behind public expectations and new 
responsibilities imposed by Congress, this decline in public confidence 
can be expected to continue. 

At the heart of the problem is the lack of adequate scientific personnel 
and resources. As noted above, prior to 1970 FDA was primarily a law 
enforcement agency. Beginning in the 1970s, however, FDA became a 
modern science-based regulatory agency. With the advent of pre- 
market review and approval requirements for FDA-regulated products, 
the bulk of FDA work shifted from the courts to administrative 
decisions made within the agency. These administrative decisions are 
almost always based upon science. 

The reaction of Congress to the decline of FDA has been to enact 
further legislation, not to appropriate additional resources. This vastly 
misperceives the problem. The current reduced state of FDA is not the 
result of a lack of statutory authority and mandates to foster and 
protect the public health. It is the direct result of the lack of adequate 
appropriations of personnel and money to do the job. More statutes 
only exacerbate the problem. 

Scientific research agencies like NIH and CDC have had substantial 
increases in appropriations over the past two decades but FDA has not. 
Since 1988, NIH appropriations have increased $22,264 billion and 
CDC $5,261 billion as compared to $1,096 billion for FDA. The 
regulated industry has strongly supported higher FDA appropriations, 
but to no avail. Whatever the reason for this disparity, it is now time 
for Congress to make up the difference. Today, NIH and the 
pharmaceutical industry are investing more than $60 billion annually in 
the search for new lifesaving pharmaceutical products. The important 
medical and scientific discoveries that flow from our country's 
preeminent research laboratories will be severely hindered from 
reaching the patient's bedside unless FDA is given adequate resources. 

Need to Leverage Other Scientific Sources 

FDA is a science-based regulatory agency, not a scientific research 
organization. Basic scientific research should be conducted at the 
National Institutes of Health (NIH), in academia, and in other basic 
science organizations, not at FDA. But it is vital that FDA have access 
to that research in order to apply it to the daily regulatory decisions 
with which it is charged. FDA cannot make well-reasoned decisions on 
the marketing of new medical technology if it does not have within the 
agency up-to-date expertise on the science that underpins that 
technology. 

There are also some areas of applied science that are vital to FDA's 
regulatory mission, such as the development and validation of 
analytical methods. This form of regulatory science must continue to 
be supported within the agency. 
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FDA must take advantage of the programs in other federal agencies 
that complement the FDA mission and that can, with effective 
coordination, multiply the impact of what FDA can do alone. For 
example, there are food safety programs in the Centers for Disease 
Control and Prevention, the United States Department of Agriculture, 
State agencies, and the land grant universities. Yet FDA has 
inadequate appropriations to leverage these resources through a 
closely-cooperating consortium that could greatly enhance the 
effectiveness of all the participants. 

With increasing technical specialization, FDA must focus on the core 
areas of scientific expertise that must reside within the agency in order 
to permit FDA to continue its historic mission, and those areas that can 
more appropriately be outsourced in order to access technical 
expertise. No better example of outsourcing exists than information 
technology. FDA cannot recruit sufficient technicians to allow the 
agency to design and build a state-of-the-art information technology 
system by itself, nor should it try to do so. But FDA still needs a core 
information technology staff to manage the contractors and coordinate 
the entire effort. To accomplish this for the entire agency will require 
major new appropriations. 

One of the most important issues facing FDA today is the development 
of a modern active post-market safety surveillance network for drugs, 
biological products, and medical devices that will establish an early 
warning system by electronically linking public and private adverse 
event databases throughout our healthcare system. FDA has struggled 
with this issue for four decades, lacking both the technology and the 
appropriations to build an appropriate system. With the advent of 
current cutting-edge information technology, the technology part of 
the issue can now readily be addressed. But without substantial 
immediate appropriations FDA still cannot move forward with a 
program that is vitally needed to assess the continued safety of our 
medical products once they reach the marketplace. Congress must 
recognize this need and act on it promptly, or sit by and witness 
continuing media revelations of product safety problems. 

Because congressional appropriations have failed to support the 
science base at FDA at an adequate level, in desperation FDA and the 
regulated industries have sought to fill the gap with user fees — first 
for human prescription drugs and biological products, and more 
recently for medical devices and animal drugs. Even with these non- 
appropriation funding mechanisms, however, FDA has failed to keep 
pace with the mandates of Congress and the expectations of the 
public. Regulatory decisions must therefore be made by an agency 
that has inadequate scientific personnel and resources. It is not the 
fault of FDA leadership that this has occurred. It is the fault of the 
entire country that our most important health agency has been 
neglected to the extent that the science base on which virtually all of 
its decisions depend has substantially deteriorated. Unless something 
is done about it immediately, the ability of FDA to pursue its public 
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health mission — to promote and protect the health of the American 
people — will become even more tenuous. 

Unfinished FDA Safety Programs 

The lack of adequate scientific personnel and the resources to support 
them has had a major adverse impact on important FDA regulatory 
programs to assure the continued safety of marketed products. For 
example, on several occasions FDA has established comprehensive 
reviews of products after they have been marketed, either at the 
direction of Congress or on its own initiative. Virtually all of these 
reviews remain unfinished for lack of agency resources. 

Color Additives . At the direction of Congress, in 1960 FDA began 
a review of the safety of all color additives used in food, drugs, 
and cosmetics since 1906. Today, 47 years later, the lakes of all 
color additives used in these products still have not yet been the 
subject of a final safety decision by FDA even though they have 
been used in marketed products for the past 100 years. 

Prescription Drugs . The Drug Amendments of 1962 directed FDA 
to review the effectiveness of all drugs for which an NDA had 
become effective solely on the basis of safety between 1938 and 
1962. This was implemented by the Drug Efficacy Study 
Implementation (DESI) program. Today, 45 years later, 
approximately 20 of these DESI drugs still remain on the market 
without a final determination of effectiveness. 

Nonorescriotion Drugs . In 1972, FDA established the OTC Drug 
Review, to review the safety, effectiveness, and labeling of all 
nonprescription drugs then being marketed. Today, 35 years 
later, there remain several categories of OTC drugs, representing 
thousands of separate products, that have not yet been the 
subject of a final determination under the OTC Drug Review. 

Biological Products . Following the transfer of responsibility for the 
licensing of biological products from NIH to FDA, in 1973 the 
agency announced that it would conduct a review of the safety, 
effectiveness, and labeling of all biological products marketed 
pursuant to licenses issued from 1902 to 1972. Today, 34 years 
later, the Biologies Review remains only partially completed. 

Food Ingredient GRAS List Review . In 1969, President Nixon 
directed FDA to undertake a comprehensive review of the safety of 
all food ingredients listed by the agency as generally recognized as 
safe (GRAS) and thus as marketed without the need for FDA 
review and approval of safety through promulgation of a food 
additive regulation. After completing part of the GRAS List 
Review, FDA abandoned this program for lack of resources and 
now reviews the safety of marketed GRAS food substances only 
when specific issues are raised. 
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Human Food Ingredient GRAS Affirmation . In 1972, FDA 
established a procedure under which food ingredient 
manufacturers who marketed their products as GRAS could obtain 
affirmation from FDA of the safety of these ingredients. Because 
of a lack of resources FDA abandoned this procedure in 1997 and 
substituted for it a simple notification procedure under which the 
agency issues letters stating that the agency has "no questions" 
but makes no affirmative determination of safety. Today, ten 
years later, the proposed regulation for this new policy has not yet 
been promulgated in final form even though the new policy has 
been fully implemented for human food Ingredients. 

Animal Feed Ingredient GRAS Affirmation . The 1997 proposed 
GRAS notification procedure applied to animal feed ingredients as 
well as human food ingredients. Because of a lack of resources, 
the Center for Veterinary Medicine (CVM) not only abandoned the 
GRAS affirmation procedure but declined to implement the new 
GRAS notification process as well. On request, CVM issues letters 
stating that the agency has "no objections" but makes no 
affirmative determination of safety. On the basis of these letters 
the regulated industry then handies all feed ingredient GRAS 
issues through the Association of American Feed Control Officials 
CAAFCO) and individual State agencies. 

Review of Pre-1976 Class III Medical Devices . Under the Medical 
Device Amendments of 1976, all pre-1976 medical devices that 
are classified by FDA as requiring pre-market approval for safety 
and effectiveness (Class III) are required to be the subject of a 
regulation promulgated by the agency either calling for the 
submission of a pre-market approval (PMA) application or 
reclassifying the device. Today, 31 years later, up to 15 of these 
categories of pre-1976 devices — including post-1976 devices 
determined to be substantially equivalent — remain on the market 
under Class III without an FDA review and decision on their safety 
and effectiveness. 

Food Additive Regulations . In 1977, FDA announced that it would 
undertake a cyclic review of all food additive regulations to assure 
that past food safety decisions remained currently justified. 
Because of a lack of resources FDA abandoned this program in the 
early 1980s and now reviews the safety of marketed food 
additives only when specific issues are raised. 

Unapproved New Drugs . The DESI program required by the Drug 
Amendments of 1962, for new drugs that were covered by an NDA 
between 1938 and 1962, did not extend to drugs that had been 
marketed without an NDA on the basis of an independent 
determination by the manufacturer that they were GRAS and thus 
exempt from the requirement for an NDA. After one of these 
unapproved new drugs caused serious adverse events that 
required a nationwide recall, FDA committed to Congress in 1984 
that it would review the safety and effectiveness of these products 
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and take appropriate action. Because FDA has taken action 
against fewer than ten of these types of drugs since 1984, 
thousands of unapproved drugs are now being marketed without 
any type of FDA review of safety or effectiveness and are 
estimated to represent approximately two percent of all 
prescriptions. 

These represent only a few examples of numerous FDA programs that 
languish for lack of adequate scientific personnel and funding. They 
illustrate the problems that the agency faces when congressional 
appropriations are inadequate to permit FDA to devote scarce 
resources to important product safety programs. 

Lack of Adequate FDA Appropriations 

No one outside FDA has enough information about the agency to 
conduct a zero-based budget analysis for FDA. It is likely that FDA 
itself has numerous materials that would bear upon such an analysis, 
but the agency states that it is not able to make those public. 

This report therefore pursues a different approach. Attached are 
tables that present a partial statistical history of the congressional 
appropriations for FDA personnel and funds for the past 20 years, 
compiled from publicly-availabie sources. Tables 4 and 5 cover the 20- 
year period of 1988 - 2007 (or, where these figures are not available, 
the most recent years for which they are available). As the last 
column in Table 5 shows, from 1988 to 1994 FDA's appropriated 
personnel and funding kept even with its increasing responsibilities and 
exceeded inflation. The agency's appropriated personnel Increased 
from 7,039 to 9,167 (a gain of 2,128 people) and its funding from 
$477,504 million to $875,968 million (a gain of $398,464 million). In 
1994, however, FDA hit a brick wall. From 1994 to 2007 the agency's 
appropriated personnel decreased from 9,167 to 7,856 (a loss of 1,311 
people), returning it almost to the same level that was appropriated 20 
years earlier. FDA's appropriated funding during this time increased by 
$698,187 million, but this was only about two-thirds the funding 
needed to keep up with FDA's fully burdened cost-of-livIng increase of 
5.8 percent, compounded yearly. Thus, over the entire 20 years FDA 
gained only 817 employees — an increase of 12 percent — and lost 
more than $300 million to inflation, while faced with implementing the 
new statutes listed in Table 1 and the agency's substantial other core 
responsibilities under the 1938 Act. Confronted with a burgeoning 
industry as documented in Table 6, it became increasingly impossible 
for FDA to maintain its historic public health mission. 

This report concludes that a substantial increase in appropriations is 
essential to halt the disintegration of FDA and to allow the agency to 
regain its former strength and vitality. A 50 percent increase in 
personnel (FTE) and a 100 percent increase in funds, over a two-year 
period, is necessary in order to rescue FDA from its current precarious 
condition. 
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The FDA appropriations for 2007 provide for 7,856 employees. The 
recommendation of this report would raise this appropriated level to 
9,820 employees in 2008 -- just slightly more than the 9,352 
employed by the agency in 1994. The appropriated number of 
employees would then rise to 11,794 in the following year. This 
represents only a 64 percent increase from the 7,210 employees 
appropriated for FDA in 1988, 20 years earlier. Considering just the 
enormous workload created by the new 100-plus statutes enacted by 
Congress during this time, this increase is quite modest. 

Doubling the funds appropriated for FDA is essential to rebuild 
regulatory programs that have been decimated over the past 20 years. 
The recommendation of this report would raise the appropriated funds 
for FDA from $1,574 billion today to $2,361 billion in 2008 and to 
$3,148 billion in the following year. Applying FDA's fully burdened 
cost-of-living factor for the agency of 5.8 percent, compounded 
annually, for the past 20 years means that $1,475 billion in FDA 
funding is required just to restore the agency to the same level today 
as in 1988 ($477,504 million), without consideration of the additional 
burdens imposed on the agency under the new statutes listed in Table 
1. But we need to do much more than just that. For example, 
substantial funds are needed to construct a nationwide adverse event 
warning system for medical products and new inspection programs for 
both domestic and imported products, just three current high priority 
new programs for the agency. Together just these programs will cost 
well over $500 million to plan, implement, and maintain. These new 
funds are vitally needed to make up for years of neglect. The 
cumulative gap between the funds FDA has needed all these years, 
and the amount actually appropriated, far exceeds the funding this 
report is recommending. This recommendation will be sufficient, 
however, to lift the agency from its present state of disrepair and to 
allow the rebuilding process to begin. 

It must be emphasized that this is not a one-time quick fix. 
Appropriations for FDA personnel and funding must have indexed 
increases each year, to prevent another sustained period of 
deterioration. 

The 3,928 new employees that will be hired, and the $1,574 billion in 
new funds, over this two-year period should primarily be allocated to 
functions not presently supported by user fees. As discussed in 
greater detail below, user fees have completely distorted the current 
FDA budget. The applications review functions for human drugs, 
biological products, medical devices, and animal drugs have been 
supported by both indexed appropriations and user fees, while the rest 
of FDA has stagnated. Accordingly, most of the increased 
appropriations that we recommend should be allocated to the functions 
of FDA that have not been supported by user fees, such as CFSAN and 
the Field force. 
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FDA regulates an estimated 25 percent of each individual's personal 
consumption in our country. Each citizen presently pays only $5.21 
per year — about 1.5 pennies per day — to support the agency. Our 
proposal would raise this to $10.42 per year, or 3 cents per day. 
Considering that the products that FDA regulates are essential to 
sustain life itself, this is a bargain. 

Destructive Impact of User Fees 

FDA and industry have resorted to user fees to prop up the agency 
since 1992 only because the pre-market review and approval functions 
of the agency would collapse without them. In the long run, however, 
funding FDA by a tax on the regulated industry Is not an appropriate 
solution to the agency's needs and should be abandoned. This 
approach has clearly contributed to the decline in FDA's public 
credibility. This report agrees with the Institute of Medicine that 
Congress should return to providing personnel and funds to FDA by 
appropriations, not by user fees. 

The advent of user fees for prescription drugs and biologies has, in 
fact, shielded the serious deterioration of FDA science from public 
view. In 2007 the agency obtained $352 million and 1,519 staff 
through user fees for new drugs and biological products. But these 
new resources are specifically limited to the review process for new 
drug applications (NDAs) and biological license applications (BLAs) and 
to related safety functions. For example, they do not support the 
review and promulgation of OTC drug monographs; or the review and 
decisions relating to DESI and non-DESI unapproved new drugs; or the 
Critical Path initiative; or post-market compliance review of product 
labeling and advertising; or the regulation of generic drugs; or Field 
post-market compliance action to assure the enforcement of FDA GMP 
requirements; or action relating to counterfeit or illegal internet and 
imported drugs; or numerous other activities that make important 
contributions to FDA regulation of pharmaceutical products. Because 
user fees have focused narrowly on the NDA/BLA review function and 
the user fee statutes require an annual cost-of-livIng Increase for this 
function only, the appropnations for the rest of the regulatory process 
for drugs and biological products have stagnated. Thus, CDER and 
CBER today are divided into two parts — the rich (supported by both 
indexed appropriations and user fees) and the poor (supported by flat 
or reduced appropriations). This intolerable disparity fails to recognize 
the Importance of all of the parts of these Centers that contribute to 
the regulation of drugs and biological products. 

A close analysis of how user fees actually work reveals an even more 
pernicious Impact on the rest of the FDA budget. Each of the user fee 
statutes requires that Congress maintain its normal appropriations for 
the same function, indexed for inflation. At first blush, this makes 
sense. User fees are intended to add to congressional appropriations, 
not to replace them. Thus, funding and personnel for the functions of 
pre-market review and approval of new drugs, biological products. 
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medical devices, and new animal drugs receive a guaranteed cost-of- 
living increase each year as well as the user fees. But the impact on 
FDA as an Institution is highly destructive. This system not only 
creates rich and poor functions within the four Centers that have user 
fees, but it leaves the remaining two Centers, CFSAN and NCTR, and 
the FDA Field force absolutely destitute. 

This can be illustrated using the FDA budget figures for 2002 and 
2005. FDA's total program funding (including user fees) was $1.37 
billion in 2002 and $1.62 billion in 2005, broken down in pertinent part 
as follows; 


j Total FDA Program Funding ($ Millions) 


.J 

i ' iSjiZ 1 

1 ;| 

Total FDA Program 

1,370.000 

1,620.000 

Total Review Functions 


637.551 

User Fees 


305.288 

User Fee Indexing 

163.377 

332.263 

Total Core Functions 

854.185 

604.035 


As a result of user fees the review functions increased substantially, at 
the expense of the Agency's core functions; 


Percent of Total FDA Program Funding | 




Review Functions 

25% 

39% 

Core Functions 

62% 

37% 


In these three years alone, the core functions of FDA -- all of its basic 
responsibilities for implementing the 1938 Act and its hundreds of 
amendments — lost $250 million In funding, an incredible reduction of 
29 percent. The core functions dropped precipitously from 62 percent 
to 37 percent of the total FDA program funding. And since 2005, it has 
only become worse. This is the real impact of user fees. It documents 
the systematic dismantling of the FDA's core mission. 

Lack of Adequate FDA Personnel 

Nor is money alone the answer to the current crisis in FDA science. 

FDA needs a major increase in scientific personnel and support staff if 
it is to regain its former strength and stature. Indeed, FDA's most 
serious deficit during the past 20 years has been the steady erosion in 
its human capital. Table 5 shows that the total appropriated personnel 
level in 1988 was 7,039. Today, 20 years later, the appropriated FTE 
level is 7,856, an increase of only 817 positions, or 12 percent — and a 
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loss of 1,311 positions, or 14 percent, since 1994. The avalanche of 
laws documented in Table 1, together with the increase shown in Table 
6 in the FDA-regulated industry, justify the attention of a substantial 
increase in the agency's scientific personnel. 

One example will illustrate this problem. Each year FDA receives an 
increasing number of reports of adverse events associated with 
prescription drugs that are submitted by health care practitioners 
through MedWatch or by the NDA or BLA holder as expedited (for 
adverse events that are both serious and unexpected) or periodic 
(quarterly, annually, or at FDA's request): 



1996 

191,865 

2002 

322,691 

1997 

212,978 

2003 

370,898 

1998 

247,607 

2004 

423,031 

1999 

278,266 

2005 

464,068 

2000 

266,978 

2006 

471,679 

2001 

285,107 




Even with the 146 percent increase in these reports from 1996 to 
2006, FDA has had no increase in personnel to review and evaluate 
these reports. Simple mathematics shows that in 2006 FDA reviewers 
spent 40 percent of the time on each report that they spent in 1996. 
Higher appropriations would not have changed this result. Only a 
greater number of scientific personnel can return FDA to a more 
adequate handling of product safety evaluations. 

The same scientific deficit occurred with the submission of medical 
device reports (MDRs) to the Center for Devices and Radiological 
Health (CDRH). CDRH received 184,222 MDRs in 2005 and 325,742 
MDRs in 2006 — a 77 percent increase in only one year, with no 
increase in scientific personnel to review and evaluate them. 

Science-trained personnel are also essential to audit the conduct of 
clinical trials submitted to FDA to support applications for FDA- 
regulated products and claims that require pre-market notification or 
pre-market approval — such widely divergent products as artificial 
sweeteners, automatic defibrillators, new dietary supplement 
ingredients, blood products, and cancer and AIDS drugs. This 
biomedical monitoring function of FDA serves the dual purposes of 
protecting human subjects and verifying the validity of the clinical trial 
results. Because of its budget constraints, FDA currently conducts only 
a partial audit of about 1 percent of these trials. 

It is a tragedy that, when Congress, other government agencies, and 
the press uncover deficiencies in FDA regulation, they blame the 
agency for the problem, not the actual root cause of the agency's 
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inaction — the failure of Congress to provide adequate funding and 
staff to handle the matter. For example, the HHS Inspector General's 
recent report excoriating FDA for inadequate monitoring of clinical 
trials drew a headline on the front page of the New York Times that 
read "Report Assails F.D.A. Oversight of Clinical Trials." Neither the 
Inspector General nor the New York Times sought to trace the problem 
to its source and thus to place the blame on Congress, where it really 
belongs. Every report urging greater FDA action on a particular 
program should be required to specify what program the agency 
should discard in order to take on the new one. 

Training and mentoring FDA scientific personnel — both within the 
agency and through independent professional and academic programs 
here and abroad — is an acute need. Application reviewers throughout 
the agency run the risk of inconsistent or uninformed decisions absent 
continuing education, coordination, and collaboration. For example, 
Baysian statistical techniques are encouraged at CDRH but discouraged 
at CDER. FDA needs a strategic and sustained program of agency- 
wide in-depth intellectual engagement with its reviewers, not to satisfy 
idle curiosity but to equip them with the knowledge to confront current 
issues in health and disease as they are presented In the applications 
submitted to the agency. Although the explosion of scientific 
knowledge over the past 20 years seems daunting enough, it promises 
to be even more overwhelming in the next 20 years. FDA must 
prepare for it. Without the personnel and funds to develop and 
implement such a program FDA reviewers and their decisions will be 
poorly informed and the public health will be poorly served. 

Attracting and retaining qualified scientists is a serious problem at 
FDA, The regulated Industry almost always offers higher pay and 
benefits than FDA for entry level personnel. And once FDA trains its 
scientists, their expertise in FDA regulatory practice and policy makes 
them even more valuable to the industry. Confronted with frustration 
from the working conditions at FDA — too few personnel and too little 
money — and the opportunity for higher pay and better working 
conditions in industry, it is not surprising that FDA's attrition rates for 
scientists are higher than in other federal scientific agencies. This can 
be addressed by FDA only through congressional appropriations of 
additional personnel and funds. 

The type of project planning undertaken by scientific research 
organizations cannot be rigorously implemented by FDA. In addition to 
its routine regulatory responsibilities, FDA is a crisis management 
organization. At any moment, FDA scientists both in Washington and 
in the Field must be prepared to ignore their established priorities and 
statutory deadlines in order to confront safety issues raised by food 
contaminated with pathogens, animal feed and pet food with chemical 
contaminants, fish with antibiotics, malfunctioning medical devices, 
serious adverse events associated with prescription drugs, BSE in 
cattle, and a host of other problems for which the agency Is 
responsible. Because these issues are broadcast instantly throughout 
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the country through the electronic media, Congress and the public 
expect immediate answers and action from FDA. It is essential that 
the agency always have a critical mass of scientific expertise adequate 
to respond knowiedgeably and effectively. It is also essential for the 
country to understand that there are some questions for which there 
are no quick and easy answers and that this is no reflection on the 
dedication or abiiity of the FDA scientists. But to handle these 
communication crises, FDA has an inadequate staff throughout the 
agency. 

Disintegration of CFSAN 

The science functions within the FDA Center for Food Safety and 
Applied Nutrition (CFSAN) have been hit particularly hard. In the 15 
years from 1992 to 2007, CFSAN suffered a reduction in force of 138 
peopie, from 950 to 812, or 15 percent of its staff. During the same 
period. Table 1 shows that Congress enacted new legislation creating 
large new responsibilities for CFSAN, all of which required substantial 
scientific expertise for implementation. CFSAN has been expected to 
implement such complex statutes as the Nutrition Labeling and 
Education Act of 1990, the Dietary Supplement Health and Education 
Act of 1994, the FDA Modernization Act of 1997, the Food Safety and 
Security Amendments of 2002, the Food Allergen Labeling and 
Consumer Protection Act of 2004, and the Sanitary Food 
Transportation Act of 2005, and most recently the Dietary Supplement 
Adverse Event Reporting Act of 2006 and the Food Safety Amendments 
of 2007 -- to name just the most important unfunded food statutes 
enacted during this period — while facing a loss of 138 people. 

This disintegration of the FDA food regulation function has continued 
unabated over the past quarter century. Sixteen years ago the Final 
Report of the Advisory Committee on the Food and Drug 
Administration to the Secretary of HHS (May 1991) identified the same 
problems (Appendix D, page 1): 

There are deep concerns about the viability of the foods 
program and the lack of agency priority for food Issues. Decline 
in resources and program initiatives during the past 10-15 years 
indicate a lack of agency management attention and interest in 
this area, although public interest in, and concern for, an 
effective food program remain high. 

The status of CFSAN today is far worse than It was in 1991. 

Dietary supplements receive far too little attention within CFSAN, 
because of the lack of adequate funding for scientific personnel. 
Following the enactment of the Dietary Supplement Health and 
Education Act of 1994, the dietary supplement industry has 
experienced a major increase in sales. From 1990 to 2005, the annual 
sales of dietary supplements increased from $5 billion to over $20 
billion. Because the manufacturers of these products are authorized 
by law to petition FDA for approval of disease prevention claims, and 
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to make claims relating to the impact of their products on the structure 
or function of the human body without requesting FDA approval, it is 
essential that CFSAN employ physicians and scientists who can monitor 
these claims and recommend regulatory action where the claims are 
not justified. But during the time that these claims were becoming 
more prevalent and prominent following enactment of the Nutrition 
Labeling and Education Act of 1990 and the Dietary Supplement Health 
and Education Act of 1994, and the landmark First Amendment case of 
Pearson v. Shalala in 1999, Congress reduced the personnel 
responsible for reviewing and regulating these claims by 145 people. 

It is impossible for CFSAN to fulfill its statutory obligations under these 
conditions. The scientific personnel at CFSAN cannot "do more with 
less." They can only do less with less, and that is in fact what has 
happened. 

Within CFSAN, the Office of Cosmetics has suffered even more than 
CFSAN itself. At one time, the cosmetic regulation function within 
CFSAN was funded adequately and had a robust regulatory program. 
These were the appropriations during 1972 - 1977 for the regulation of 
cosmetics: 




1972 

$1,308 

1973 

$1,991 

1974 

$2,425 

1975 

$2,286 

1976 

$2,581 

1977 

$2,790 


Approximately 60 FTE were engaged in the regulation of cosmetics at 
CFSAN during this period. By 1980, however, the appropriations were 
reduced to $1,855 million and CFSAN had 39 personnel devoted to 
cosmetics. In 1997, this was reduced to 26 personnel. In 2007, there 
are only 14 staff employed at CFSAN to regulate cosmetics, supported 
by a minimal $3.5 million in funding. 

FDA has long stated that cosmetics are the safest products that the 
agency regulates. Nonetheless, there are important regulatory issues 
relating to cosmetics that deserve adequate attention by FDA. A total 
of 14 staff personnel is clearly insufficient for a credible regulatory 
program for cosmetics, an industry with more than $60 billion in 
annual sales. Just to keep up with inflation since 1977, the 
appropriations for cosmetics must be at least $10 million in 2007, 
Instead of the $3.5 it has received, and the personnel level must be 
restored accordingly 
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Deterioration of the FDA Field Force 

The review and approval of product applications is not the only FDA 
function that requires scientific knowledge and training. FDA 
inspectors in the Field force -- in both domestic and foreign 
manufacturing establishments and at our ports of entry — must daily 
make scientific evaluations of the FDA-regulated products that they 
encounter. In the past 35 years, however, the decrease in FDA 
funding for inspection of our food and drug supply has forced FDA to 
impose a major reduction in the number of inspections. For example, 
the following table documents the decline in Field inspections of food 
establishments: 



1973 

34,919 

1995 

5,741 

1975 

22,471 

2000 

7,204 

1980 

29,355 

2005 

9,038 

1985 

12,850 

2006 

7,783 

1990 

7,077 




This represents a 78 percent reduction in food inspections, at a time 
when Table 6 documents that the food industry has been rapidly 
expanding. FDA conducted twice the number of foreign and domestic 
food establishment inspections in 1973 (34,919) than it did for M FDA- 
regulated products in 2006 (17,641). This is what happens when 
Congress fails to authorize sufficient personnel and appropriations for 
FDA adequately to implement the agency's core statutory mandates. 

The reduction in FDA establishment inspections has hit hardest at food 
and cosmetics. The law requires that FDA inspect every drug and 
medical device establishment in the United States at least once every 
two years. Although FDA repeatedly violates this unfunded statutory 
mandate, the agency does inspect drug and medical device 
manufacturers more frequently than food and cosmetic manufacturers. 
FDA estimates that the Field inspects food manufacturers at most once 
every ten years and cosmetic manufacturers less frequently. The 
agency conducts no inspections of retail food establishments and only 
limited inspections of food-producing farms, except in emergencies. 

As a result of its lack of resources, the agency has recently announced 
that it will rely more upon State food and drug inspectors to fill the 
void. Because of similar budget constraints at the State level, 
however, and the variable number of inspectors in the individual 
States, this policy will produce useful assistance only in a few large 
States and is not an adequate substitute for regular FDA inspections 
throughout the country. For that reason, FDA Field officials recently 
truthfully and accurately testified before Congress that the agency is 
failing to meet its statutory obligations and is doing a poor job in 
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implementing the current law. They are to be commended for their 
candor and honesty. 

At the same time, importation of food into the United States has been 
exploding. During 1990-2005, imports of FDA-regulated products 
increased from 2 million to 15 million lines per year — an extraordinary 
650 percent increase — the majority of which are food. We now 
Import more than 15 percent of our food supply. To meet this crushing 
tide of food imports, along with inspections of the domestic food 
industry. Congress appropriated only a 13 percent increase in Field 
personnel. With inadequate resources to handle these burgeoning 
imports, FDA now conducts a brief visual review of less than one 
percent of imports and conducts an actual physical examination for 
less than a tenth of one percent. 

Realizing that this was untenable. In 2002 FDA proposed a science- 
based plan to reinvent food import regulation through use of scientific 
risk assessment and risk management techniques. Because it was 
estimated to cost $80 million, however, the proposal did not make it 
through the Federal budget process. The resulting crises in 
adulterated and misbranded imported food during the past year have 
been the direct result of that decision. The $80 million price tag for a 
new science-based import program — which will cost at least $100 
million today — is dwarfed by the hundreds of millions of dollars lost as 
a result of the failure to implement this program. 

In his recent Executive Order announcing an Interagency Working 
Group on Import Safety, President Bush stated that the current system 
must be fixed "within available resources." The truth is that the 
system cannot be fixed "within available resources," but this answer is 
not politically correct and thus undoubtedly will not make it through 
the political process. Unless we are willing as a country to appropriate 
at least $100 million for the scientific personnel and analyses needed 
to devise and implement a new food import system, we will retain the 
antiquated version we have now and will continue to witness the crises 
that we have seen in the past year. 

FDA needs to develop the same type of science-based inspection 
program for domestic establishment inspections that it developed (but 
was not allowed to implement) for import inspections. Implementation 
of an adequate domestic inspection program would, of course, cost 
substantially more than the projected cost of the import inspection 
program. Without such a science-based plan, and the means to 
implement it, the country will continue to experience increased food 
safety problems — such as the episodes of pathogens in spinach, 
lettuce, tomatoes, and peanut butter, and botulism in canned food, 
during the past year. 
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Imports of legitimate products are not the only problem confronting 
FDA's Field staff. The import of counterfeit drugs — as well as the 
manufacture of counterfeit drugs at domestic establishments posing as 
compounding pharmacies -- are overwhelming the Field inspection 
personnel. For example. Field inspectors had to trace the source of a 
million ineffective counterfeit diabetes test strips from the affected 
patients through 700 pharmacies, eight wholesalers, and two 
importers, to their ultimate source in China. A substantial increase in 
the FDA Field force is needed just to handle the growing number of 
counterfeit products. 

Following the attacks on September 11, 2001, Congress appropriated 
increased funds and personnel for 2002, which allowed FDA to hire 673 
new employees to improve its capacity to respond to the potential for 
terrorist threats and attacks regarding all FDA-regulated products. 

More than 60 percent of this supplemental appropriation was allocated 
to food. By 2006, however, all of this funding and personnel had 
disappeared from FDA appropriations. The number of Field personnel 
regularly performing inspections of imports fell from 531 in 2003 to 
380 in 2006. There are 326 ports in the United States through which 
FDA-regulated products can enter the country. Obviously, FDA must 
deploy larger numbers of inspectors in the busiest of these ports, such 
as New York and San Francisco. Thus, there are many ports where 
FDA has no inspectors at all. 

Because of its increasing responsibilities and its stagnant number of 
personnel, as well as a lack of travel funds, FDA cannot afford to send 
many inspectors abroad to investigate problems at their source. In 
2000, FDA inspected 887 foreign establishments. By 2006, this was 
reduced to 738, a cut of 17 percent. Although approximately 80 
percent of the active pharmaceutical Ingredients used in our 
prescription drugs are imported from abroad, and foreign imports of 
drugs and active pharmaceutical ingredients were valued at more than 
$42 billion in 2006, FDA conducted only 361 foreign drug and biological 
product establishments in 2006. Only 32 Field inspections were made 
in India and 15 in China, the two largest sources of pharmaceutical 
exports to the United States. Millions of shipments of FDA-regulated 
products are Imported into the country each year from foreign facilities 
that have never been inspected by FDA and, with current 
appropriations, never will be. 


Because of the reduced resources available to the FDA Field force, 
court enforcement actions have dwindled; 



FDA Court I 

1 1 

Enforcement Cas« 

!, Xfut&s'SaD- 

3S 

iririQ'v . i 

1991 

168 

21 

43 

1992 

183 

31 

52 
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FDA Court 1 

; J 

Enforcement Case 

i yamSSai ' i 

2S 

CiltovO 1 

1993 

117 

23 

26 

2004 

10 

13 

0 

2005 

20 

15 

0 

2006 

17 

17 

0 

2007 

6 

12 

0 

Administrative compliance actions have suffered the same fate: 


I FDA Warning Letters 1 

1991 

832 

1992 

1,712 

1993 

1,788 

2004 

725 

2005 

535 

2006 

538 

2007 

467 


A weakened FOA Inevitably leads to weak compliance with the law. 
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Conclusion 

We must all recognize that FDA can increase its attention to high 
priority issues, or take on entirely new responsibilities, only in the 
following two ways. First, FDA can divert personnel from other 
priorities, thus leaving those other areas neglected. This is what 
happened with contaminated pet food, one of the many areas which 
have been neglected because of a lack of agency resources. Second, 
Congress can determine to provide adequate funding for all of the 
responsibilities that the country expects FDA to implement. But it is 
clear that, unless Congress adopts this second approach, FDA will of 
necessity be forced to follow the first, 

Science is at the heart of everything that FDA does. Without a strong 
scientific foundation, the agency will founder and ultimately fail. The 
scientific resources needed by FDA to carry out its statutory mission 
cannot be sustained on a minimal budget. Congress must commit to 
doubling the current FDA funds, together with a 50 percent increase in 
authorized personnel, within the next two years. From then on, it is 
essential that the FDA budget at least keep up with inflation and 
perhaps even more. Another report should be prepared in five years 
to offer advice on the state of science at FDA at that time and the 
resource needs that remain. 

Table 1 - Statutory History of FDA Regulatory Jurisdiction 
and Authority 1988-2007 

The following compilation of 1988-2007 federal statutes includes only 
those for which the Food and Drug Administration (FDA) has been 
specifically delegated administrative responsibility by the Secretary of 
Health and Human Services and those that specifically direct the 
Commissioner of Food and Drugs or the agency to participate In federal 
action. It excludes those statutes that merely renumber the sections in 
the United States Code or rename the appropriate officials or agencies 
involved, as well as statutes of general applicability that apply to all 
federal agencies and are not specifically delegated to FDA. For omnibus 
statutes that cover more than one FDA-regulated product category 
(such as the FDA Modernization Act of 1997, the Bioterrorism Act of 
2002, and the FDA Amendments Act of 2007), the major components 
are listed separately. 


Year 

Statute I 

1988 

Orphan Drug Amendments of 1988 

102 stat. 90 (April 18, 1988) 


Prescription Drug Mariceting Act of 1987 

102 Stat. 95 (April 22, 1988) 


Pesticide Monitoring Improvements Act of 1988 

102 Stat. 1411 (August 23, 1988) 
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Year 

Statute 1 


Clinical Laboratory Improvement Amendments of 1988 

102 Stat. 2903 (October 31, 1988} 

AIDS Amendments of 1988 

102 Stat. 3062 (November 4, 1988) 

Food and Drug Administration Act of 1988 

102 Stat. 3120 (November 4, 1988) 

Generic Animal Drog and Patent Term Restoration Act 

102 Stat. 3971 (November 16, 1988) 

Veterinary Prescription Drug Amendment 

102 Stat. 3983 (November 16, 1988) 

Anabolic Steroid and Human Growth Hormone Amendments 

102 Stat. 4230 (November 18, 1988) 

1989 


1990 

National Nutrition Monitoring and Related Research Act of 1990 

104 Stat. 1034 (October 22, 1990) 

Sanitary Food Transportation Act of 1990 

101 Stat. 1213 (Novembers, 1990) 

Congressional Access to FDA Trade Secret Information Amendment 

104 Stat. 1388-210 (November 5, 1990) 

Nutrition Labeling and Education Act of 1990 

104 Stat. 2353 (November 8, 1990) 

Good Samaritan Food Donation Act 

104 Stat. 3183 (November 16, 1990) 

Amtrak Waste Disposal Act 

104 Stat. 3185 (November 16, 1990) 

Agricultural Products NaHonal Laboratory Accreditation Standards Act 

104 Stat. 3562 (November 28, 1990) 

Organic Foods Production Act of 1990 

104 Stat. 3935 (November 28, 1990) 

Safe Medical Devices Act of 1990 

104 Stat. 4511 (November 28, 1990) 

Combination Products Amendment 

104 Stat. 4526 (November 28, 1990) 

Food and Drug Administration Revitalization Act 

104 Stat. 4583 (November 28, 1990) 

FDA Freedom of Information Act Fee Retention Amendments 

104 Stat. 4584 (November 28, 1990) 

Anabolic Steroids Control Act of 1990 

104 Stat 4851 (November 29, 1990) 

Human Growth Hormone Amendment 

104 Stat. 4853 (November 29, 1990) 

1991 

Nutrition Labeling and Education Act Technical Amendments 

105 Stat. 549 (August 17, 1991) 

1992 

American Technology Preeminence Act of 1991 

106 Stat. 7 (February 14, 1992) 

Generic Drug Enforcement Act of 1992 

106 Stat. 149 (May 13, 1992) 


Confidential 


B-25 














442 


FDA Science and Mission at Risk Report of the Subcommittee on Science and Technology 


Year 

Statute 1 


Medical Device Amendments of 1992 

106 Stat. 238 (June 16, 1992) 

Methadone Maintenance Amendment 

106 Stat. 412 (July 10, 1992) 

American Technology Preeminence Act Amendments 

106 Stat. 847 (August 3, 1992) 

Prescription Drug Amendments of 1992 

106 Stat. 941 (August 26, 1992) 

Mammography Quality Standards Act of 1992 

106 Stat. 3547 (October 27, 1992) 

Prescription Drug User Fee Act of 1992 

106 Stat. 4491 (October 29, 1992) 

Dietary Supplement Act of 1992 

106 Stat. 4500 (October 29, 1992) 

1993 

FDA Employee Education Loan Repayment Amendments 

107 Stat. 210 (June 10, 1993) 

Nutrition Labeling and Education Act Amendments of 1993 

107 Stat. 773 (August 13, 1993) 

1994 

Nutrition Labeling and Education Act Amendment of 1994 

108 Stat. 705 (May 26, 1994) 

Animal Medicinal Drug Use Clarification Act of 1994 

108 Stat. 4153 (October 22, 1994) 

Maple Syrup Preemption Amendment 

108 Stat. 4154 (October 22, 1994) 

Dietary Supplement Health and Education Act of 1994 

108 Stat. 4325 (October 25, 1994) 

1995 

Edible Oil Regulatory Reform Act 

109 Stat. 546 (November 20, 1995) 

1996 

National Technology Transfer and Advancement Act of 1995 

110 Stat. 775 (March 7, 1996) 

Repeal of Saccharin Notice Requirement 

110 Stat. 882 (April 1, 1996) 

Repeal of the Tea Importation Act of 1897 

110 Stat. 1198 (April 9, 1996) 

FDA Export Reform and Enhancement Act of 1996 

110 Stat. 1321-313 (April 26, 1996) 

Export of Partially Processed Biological Products Amendments of 1996 

110 Stat. 1321-320 (April 26, 1996) 

Food Quality Protection Act of 1996 

110 Stat. 1513 (August 3, 1996) 

Prescription Drug Medication Guide Amendment 

110 Stat. 1593 (August 6, 1996) 

Saccharin Study and Labeling Act Extension Amendment of 1996 

110 Stat. 1594 (August 6, 1996) 

Import for Export Amendment 

110 Stat. 1594 (August 6, 1996) 

Bottled Drinking Water Standards Amendments 

110 Stat. 1684 (August 6, 1996) 
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Year 

Statute 1 


Health Insurance Portability and Accountability Act of 1996 

110 Stat. 1936 (August 21, 1996) 

Good Samaritan Food Donation Act 

110 Stat. 3011 (October 1, 1996) 

Repeal of Cardiac Pacemaker Registry Requirement 

110 Stat 3031 (October 2, 1996) 

Electronic Freedom of Information Act Amendments of 1996 

110 Stat 3048 (October 2, 1996) 

Comprehensive Methamphetamine Control Act of 1996 

110 Stat. 3099 (October 3, 1996) 

Animal Drug Availability Act of 1996 

110 Stat 3151 (October 9, 1996) 

Drug-Induced Rape Prevention and Punishment Act of 1996 

110 Stat 3807 (October 13, 1996) 

1997 

Food and Drug Administration Modernization Act of 1997 

111 Stat 2296 (November 21, 1997) 

Prescription Drug User Fee Amendments of 1997 

111 Stat 2298 (November 21, 1997) 

Pediatric Drug Testing and Labeling Act of 1997 

111 Stat 2305 (November 21, 1997) 

The Prescription Drug Modernization Act of 1997 

111 Stat. 2309 (November 21, 1997) 

The Biological Products Modernization Act of 1997 

111 Stat. 2323 (November 21, 1997) 

Trie Medical Device Modernization Act of 1997 

111 Stat. 2332 (November 21, 1997) 

The Food Modernization Act of 1997 

111 Stat. 2350 (November 21, 1997) 

The General Provisions Modernization Act of 1997 

111 Stat. 2356 (November 21, 1997) 

1998 

Food Safety Research and National Conference Amendments 

112 Stat 606 (June 23, 1998) 

Biomaterials Access Assurance Act of 1998 

112 Stat 1519 (August 13, 1998) 

Mammography Quality Standards Reauthorization Act of 1998 

112 Stat 1864 (October 9, 1998) 

Animal Drug Combination Ingredient Amendment 

112 Stat 2681-30 (October 21. 1998) 

Methamphetamine Trafficking Penalty Enhancement Act of 1998 

112 Stat 2681-759 (October 21, 1998) 

Antimicrobial Regulation Technical Corrections Act of 1998 

112 Stat. 3035 (October 30, 1998) 

Repeal of Annual Report on Radiation Control for Health and Safety 
Program 

112 Stat 3285 (November 10, 1998) 

1999 

Healthcare Research and Quality Act of 1999 

113 Stat. 1653 (Decembers, 1999) 
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Year 

Statute 1 

2000 

Hillory J. Farias and Samantha Reid Date-Rape Drug Prohibition Act of 

2000 

114 Stat. 7 {February 18, 2000) 

Autoimmune Diseases Amendments 

114 Stat. 1153 (October 17, 2000) 

Research in Children Amendment 

114 Stat. 1167 (October 17, 2000) 

Drug Addiction Treatment Act of 2000 

114 Stat. 1222 (October 17, 2000) 

Methamphetamlne Production, Trafficking, and Abuse Act of 2000 

114 Stat. 1228 (October 17, 2000) 

Rapid HIV Tests Amendment 

114 Stat. 13S4 (October 20, 2000) 

Medicine Equity and Drug Safety Act of 2000 

114 Stat. 1S49A-35 (October 28, 2000) 

Prescription Drug Import Fairness Act of 2000 

114 Stat. 1549A-40 (October 28, 2000) 

Neediestick Safety and Prevention Act 

114 Stat. 1901 (Novembers, 2000) 

Human Papillomavirus Education Amendments 

114 Stat. 2763A-72 (December 21, 2000) 

Condom Labeling Amendment 

114 Stat. 2763A-73 (December 21, 2000) 

Repeal of Saccharin Study and Labeling Act 

114 Stat. 2763A-73 (December 21, 2000) 

2001 

Animal Disease Risk Assessment, Prevention, and Control Act of 2001 
ns Stat. 11 (May 24, 2001) 

2002 

Best Pharmaceuticals for Children Act 

115 Stat. 1408 (January 4, 2002) 

Toll Free Number in Drug Labeling Amendment 

115 Stat. 1422 (January 4, 2002) 

Catfish and Ginseng Labeling Amendments 

116 Stat. 526 (May 13, 2002) 

Food Pasteurization Amendment 

116 Stat. 530 (May 13, 2002) 

Food Irradiation Labeling Amendment 

116 Stat. 531 (May 13, 2002) 

Accelerated Approval of Priority Bioterrorism Countermeasures 

Amendment 

116 Stat. 613 (June 12, 2002) 

Food Safety and Security Amendments 

116 Stat. 662 (June 12, 2002) 

Drug Safety and Security Amendments 

116 Stat. 675 (June 12, 2002) 

Prescription Drug User Fee Amendments of 2002 

116 Stat. 687 (June 12, 2002) 

Drug Postmarketing Studies Amendments 

116 Stat. 693 (June 12, 2002) 
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Year 

Statute 1 


Medical Device User Pee and Modernization Act of 2002 

116 Stat. 1588 (October 26, 2002) 

Rare Diseases Orphan Product Development Act of 2002 

116 Stat. 1992 (Novembers, 2002) 

2003 

United States Leadership Against HIV/AIDS, Tuberculosis, 
and Malaria Act of 2003 

117 Stat. 711 (May 27, 2003) 

Blood Safety Report Amendments 

117 Stat. 902 (August 15, 2003) 

Animal Drug User Fee Act of 2003 

117 Stat. 1361 (November 18, 2003) 

Defense Biomedical Countermeasures Amendments 

117 Stat. 1680 (November 24, 2003) 

Emergency Use of Medical Products Amendments 

117 Stat. 1690 (November 24, 2003) 

Pediatric Research Equity Act of 2003 

117 Stat. 1936 (Decembers, 2003) 

Abbreviated New Drug Application Amendments 

117 Stat. 2448 (Decembers, 2003) 

Importation of Prescription Drugs Amendment 

117 Stat. 2464 (December 8, 2003) 

Report on Importation of Drugs Amendment 

117 Stat. 2469 (December 9, 2003) 

2004 

Medical Devices Technical Corrertions Act 

118 Stat. 572 (April 1, 2004) 

Project BioShield Act of 2004 

118 Stat. 835 (July 21, 2004) 

Minor Use and Minor Species Animal Health Act of 2004 

118 Stat. 891 (August 2, 2004) 

Food Allergen Labeling and Consumer Protection Act of 2004 

118 Stat. 905 (August 2, 2004) 

Anabolic Steroid Control Act of 2004 

118 Stat. 1661 (October 22, 2004) 

Mammography Quality Standards Reauthorlzation Act of 2004 

118 Stat. 1738 (October 25, 2004) 

2005 

Patient Safety and Quality Improvement Act of 2005 

119 Stat 424 (July 29, 2005) 

Medical Device User Fee Stabilization Act of 2005 

119 Stat. 439 (August 1, 2005) 

Methadone Treatment Amendments 

119 Stat. 591 (August 2, 2005) 

Sanitary Food Transportation Act of 2005 

119 Stat 1911 (August 10, 2005) 

Contact Lens Amendment 

119 Stat. 2119 (November 9, 2005) 

Stem Cell Therapeutic and Research Act of 2005 

119 Stat. 2550 (December 20, 2005) 
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Year 

Statute 1 


Public Readiness and Emergency Preparedness Act 

119 Stat. 2818 (December 30, 2005) 

2006 

Combat Methamphetamine Epidemic Act of 2005 

120 Stat. 256 (March 9, 2006) 

Biomedical Advanced Research and Development Act 

120 Stat. 2865 (December 19, 2006) 

Dietary Supplement and Nonprescription Drug Consumer Protection Act 

120 Stat. 3469 (December 22, 2006) 

Pandemic and Ail-Hazards Preparedness Act 

120 Stat. 2831 (December 19, 2006) 

2007 

Food and Drug Administration Amendments Act of 2007 

121 Stat. 823 (September 27, 2007) 

Prescription Drug User Fee Amendments of 2007 

121 Stat. 825 (September 27, 2007) 

Medical Device User Fee Amendments of 2007 

121 Stat. 842 (September 27, 2007) 

Medical Device Amendments of 2007 

121 Stat. 852 (September 27, 2007) 

Pediatric Medical Device Safety and Improvement Act of 2007 

121 Stat. 859 (September 27, 2007) 

Pediatric Research Equity Act of 2007 

121 Stat. 866 ( September 27, 2007) 

Best Pharmaceuticals for Children Act of 2007 

121 Stat. 876 (September 27, 2007) 

Reagan-Udall Foundation for the Food and Drug Administration Act of 

2007 

121 Stat, 890 (September 27, 2007) 

Conflicts of Interest Amendments of 2007 

121 Stat. 900 (September 27, 2007) 

Clinical Trial Databases Amendments of 2007 

121 Stat. 904 (September 27, 2007) 

Postmarket Safety of Drugs Amendments of 2007 

121 Stat. 922 (September 27, 2007) 

Food Safety Amendments of 2007 

121 Stat. 962 (September 27, 2007) 

Food and Drug Administration Miscellaneous Amendments of 2007 

121 Stat. 971 (September 27, 2007) 
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Table Z - Representative Statutes of General Applicability 
that Have a Direct Major Impact on FDA 1935-Z006 


The following statutes do not specifically name FDA and have not 
specifically been delegated to FDA for implementation, but they have a 
substantial impact on the Agency. 


— 

Year 

Statue 1 

1935 

Federal Register Act 

49 Stat. 500 (July 26, 1935) 

1946 

Administrative Procedure Act 

60 Stat. 237 (June 11, 1946) 

1958 

Small Business Act 

72 Stat. 384 (July 18, 1958) 

1966 

Animal Welfare Act 

80 Stat. 350 (August 24, 1966) 

1967 

Freedom of Information Act 

81 Stat. 54 (June 5, 1967) 

1970 

National Environmental Policy Act of 1969 

83 Stat. 852 (January 1, 1970) 

1972 

Federal Advisory Committee Act 

86 Stat. 770 (October 6, 1972) 

1974 

Freedom of Information Act Amendments of 1974 

88 Stat. 1561 (November 21, 1974) 


Privacy Act of 1974 

88 Stat. 1896 {August 21, 1974) 

1976 

Government in the Sunshine Act 

90 Stat. 1241 (September 13, 1976) 


Freedom of Information Act Amendments of 1976 

90 Stat. 1247 (September 13, 1976) 

1978 

Carcinogen Testing and Usting Amendments 

92 Stat. 3434 (November 9, 1978) 

1980 

Regulatory Flexibility Act 

94 Stat. 1164 (September 19, 1980) 


Stevenson*Wydler Technology Innovation Act of 1980 

94 Stat. 2311 (October 21, 1980) 


Paperwork Reduction Act of 1980 

94 Stat. 2812 (December 11, 1980) 


Bayh-Doie Act 

94 Stat. 3019 (December 12, 1980) 

1981 

Equal Access to Justice Act 

95 Stat. 598 (August 13, 1981) 

1982 

Federal Managers Financial Integrity Act of 1982 

96 Stat. 814 (September 8, 1982) 

1984 

Competition in Contracting Act of 1984 

98 Stat. 1175 (July 19, 1984) 
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Year 

Statue 1 

1906 

Federal Technology Transfer Act of 1986 

100 Stat. 1785 (October 20, 1986) 


Freedom of Information Reform Act of 1986 

100 Stat. 3207-48 (October 27, 1986) 

1990 

Chief Financial Officers Act of 1990 

104 Stat. 2838 (November 15, 1990) 


Negotiated Rulemaking Act of 1990 

104 Stat. 4969 (November 29, 1990) 

1993 

Government Performance and Results Act of 1993 

107 Stat. 205 (August 3, 1993) 

1995 

Unfunded Mandates Reform Act of 1995 

109 Stat. 49 (March 22, 1995) 


Paperwork Reduction Act of 1995 

109 Stat. 163 (May 22, 1995) 


Federal Reports Elimination and Sunset Act of 1995 

109 Stat. 707 (December 21, 1995) 

1996 

Information Technology Management Reform Act of 1996 

110 Stat. 679 (February 10, 1996) 


Health Insurance Portability and Accountability Act of 1996 

110 Stat. 1936 (August 21, 1996) 


Economic Espionage Act of 1996 

110 Stat. 3488 (October 11, 1996) 


National Information Infrastructure Protection Act of 1996 

110 Stat. 3491 (October 11, 1996) 

1998 

Government Paperwork Elimination Act 

112 Stat. 2681-749 (October 21, 1998) 


Federal Reports Elimination Act of 1998 

112 Stat. 3280 (November 10, 1998) 

1999 

Federal Finandal Assistance Management Improvement Act of 1999 

113 Stat. 1486 (November 20, 1999) 

2000 

Truth In Regulating Act of 2000 

114 Stat. 1248 (October 17, 2000) 


Technology Transfer Commercialization Act of 2000 

114 Stat. 1742 (November 1, 2000) 


Data Quality Act 

114 Stat. 2763A-153 (December 21, 2000) 

2002 

Customs Border Security Act of 2002 

116 Stat. 972 (August 6, 2002) 


E-Government Act of 2002 

116 Stat. 2899 (December 17, 2002) 
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Table 3 - Representative Executive Orders of General 
Applicability that Have a Direct Major Impact on FDA 
1969-2007 


The following Executive Orders do not name FDA and have not 
specifically been delegated to FDA for implementation, but they have a 
very large impact on the Agency. 


President 

Executive Order I 

Nixon 

Executive Order No. 11490 (Assigning Emergency Preparedness 
Functions to Federal Departments and Agencies) 

34 Fed. Reg. 17567 (October 30, 1969) 

Ford 

Executive Order No. 11821 (Inflation Impact Statements) 

39 Fed. Reg. 41501 (November 29, 1974) 

Executive Order No. 11921 (Emergency Preparedness Functions) 

41 Fed. Reg. 24294 (June 15, 1976) 

Carter 

Executive Order No. 12044 (Improving Government Regulations) 

43 Fed. Reg. 12661 (March 24, 1978) 

Executive Order No, 12174 (Paperwork) 

44 Fed. Reg. 69609 (December 4, 1979) 

Reagan 

Executive Order No. 12291 (Federal Regulation) 

46 Fed. Reg. 13193 (February 19, 1981) 

Executive Order No. 12372 (Intergovernmental Review of Federal 
Programs) 

47 Fed. Reg. 30959 (July 16, 1982) 

Executive Order No. 12498 (Regulator/ Planning Process) 

50 Fed. Reg. 1036 (January 8, 1985) 

Executive Order No. 12512 (Federal Real Property Management) 

50 Fed. Reg. 18453 (May 1, 1985) 

Executive Order No. 12600 (Predlsclosure Notification Procedures for 
Confidential Commercial Information) 

52 Fed. Reg. 23781 (June 25, 1987) 

Executive Order No. 12612 (Federalism) 

52 Fed. Reg. 41635 (October 26, 1987) 

George H.W. 

Bush 

Executive Order No. 12689 (Debarment and Suspension) 

54 Fed, Reg. 34131 (August 18, 1989) 

Executive Order No. 12770 (Metric Usage In Federal Government 
Programs) 

56 Fed. Reg. 35801 (July 29, 1991) 

Clinton 

Executive Order No. 12861 (Elimination of One-Half of Executive 

Branch Internal Regulations) 

58 Fed. Reg. 48255 (September 14, 1993) 

Executive Order No. 12862 (Setting Customer Service Standards) 

58 Fed. Reg. 48257 (September 14 ,1993) 

Executive Order No. 12866 (Regulatory Planning and Review) 

58 Fed. Reg. 51735 (October 4, 1993) 

Executive Order No. 12875 (Enhancing the Intergovernmental 
Partnership) 
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President 

Executive Order 


58 Fed. Reg. S8093 (October 28, 1993) 

Executive Order No. 12988 (Civil Justice Reform) 

61 Fed. Reg. 4729 (February 1 , 1996) 

Executive Order No. 13011 (Federal Information Technology) 

61 Fed. Reg. 37657 (July 19, 1996) 

Executive Order No. 13083 (Federalism) 

63 Fed. Reg. 27651 (May 19, 1998) 

Executive Order No. 13100 (President's Council on Food Safety) 

63 Fed. Reg. 45661 (August 25, 1998) 

Executive Order No. 13132 (Federalism) 

64 Fed. Reg. 43255 (August 10, 1999) 

George W. Bush 

Executive Order No. 13327 (Federal Real Property Asset 

Management) 

69 Fed. Reg. 5897 (February 6, 2004) 

Executive Order No. 13422 (Further Amendment to Executive Order 
12866 on Regulatory Planning and Review) 

72 Fed. Reg. 2763 (January 23, 2007) 

Executive Order No. 13439 (Establishing an InterAgency Working 

Group on Import Safety) 

72 Fed. Reg. 40053 (July 20, 2007) 
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Table 4 - FDA Appropriations and User Fees Part I 
FY 1988-FY 2007 ($ Millions) 


Fiscal Year 

Human Drugs 

Center Field 

Biologies 

Center Field 

Medical Devices 

Center Field 

Animal Food & 
Drugs 

Center Field 

1 aasB ; 








,,.,J 

$ Approp. 

FTE Approp. 

mmm 

$ Approp. 

FTE Approp. 

89.020 

1,359 

■■ 

28.110 

583 

■M 

31.495 

W 


8.220 

117 

9.450 

135 

52.440 

884 

m 

54.920 

^871 

22.470 

398 

MMI 

23.540 

^392 

17.780 

287 

17.116 

269 

7.630 

154 

iM 



42.330 






■1 

t FTE Approp. 

150.890 

47.650 

76.050 

718 

14.480 

180 

81.710 

1,107 





Ii *£0 



$ Approp. 

154.052 

48.645 

82.560 

15.721 

91.608 

37.417 

26.612 

11.405 

FTE Approp. 

l,714» 

735* 

73S 

194 

1,161 

522 

315 

170 

$ User Fees 

6.000* 

2. ISO* 

N.A 

N.A 

N.A 

N.A 

- 

- 

FTE User Fees 

N.A. 

N.A 

N.A 

N.A 

N.A 

N.A 

- 


$Total 

160.852 

50.795 

82.560 

15.721 

91.608 

37.417 

26.612 

11.405 

FTE Total 

1,714 

735 

775 

194 

1,161 

522 

315 

170 


'N.A." (Not Available) means that there is a number for this category but FDA is unable to provide it 


*— "means that there is no number for this category. 

means that this number for the category of Human Drugs includes funds or personnel obtained by user fees that were shared 
with the Center for Blaiogics Evaluation and Research, the Field, and other parts of FDA but FDA is unable to provide a further 
breakdown Into these categories. 


For 1986*1996, the breakdown between the Center and the Field is based on extrapolation from historical data. 


.-.r- 

150.490 

47.522 

mm 

107.180 

20.411 

■■ 

111.551 


28.223 

mM 

FTE Approp. 

1,743 

747 

682 

' 221 

1,169 

630 

322 

173 

$ User Fees 

30,360* 

9.591* 

N.A 

N.A 

N.A 

N.A 

- 

- 

FTE User Fees 

N.A 

N.A 

N.A 

N.A 

N.A 

N.A 

.. 

- 

$Tota! 

160.650 

57.113 

107.180 

20.411 

111.551 

47.808 

28.223 

12.095 

FTE Total 

1,743 

747 

882 

221 

1,169 

630 

322 

173 
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Human Drugs Biologies 

Fiscal Year 

Center Field Center Field 


Medical Devices 
Center Field 


Animal Food & 
Drugs 

Center Field 


llSS-M. 


$ Approp. 

109.350 

34.526 

87.450 

16.663 

111.485 

45.536 

29.178 

12,506 

FTE Approp. 

1,277 

543 

763 

191 

1,263 

568 

304 

164 

$ User Fees 

56.290* 

17.774* 

N.A 

N.A 

N.A 

N.A 

- 

- 

FTE User Fees 

317* 

136* 

N.A 

N.A 

N.A 

N.A 

- 


$Total 

165.640 

52.300 

87.450 

16.663 

111.485 

45.536 

29.178 

12,506 

FTE Total 

1,594 

684 

763 

191 

1,263 

568 

304 

164 




$ Approp. 

153.540 

48.484 

73.340 

13.975 

100.600 

35.945 

25.810 

11.061 

FTE Approp. 

1,476 

632 

643 

161 

1,106 

497 

262 

141 

$ User Fees 

38.660 

12.203 

25.190 

4.801 

5.990 

5.733 


- 

FTE User Fees 

246 

105 

165 

41 

30 

13 

- 

- 

fTotal 

192.200 

60.687 

98.530 

18.776 

106.590 

45.684 

25.810 

11.061 

FTE Total 

1,722 

737 

808 

202 

1,136 

510 

262 

141 




$ Approp. 

139.201 

61.878 

78.858 

17.398 


44.165 

25.588 

10.628 

FTE Approp. 

1,287 

782 

640 

221 

1,058 

561 

247 

135 

$ User Fees 

48.764 

4.572 

25.986 

398 

4.598 

7.851 


.. 

FTE User Fees 

386 

60 

204 

S 

32 

16 

- 

- 

$Total 

187.965 

66.450 

104.844 

17.496 

107.805 

52.016 

25.588 

10.628 

FTE Total 

1,673 






247 

135 


139.201 




araittf 

BrSEB 


12.598 

FTE Approp. 

1,241 

784 

644 

231 

1,030 

493 

264 

164 

$ User Fees 

56.499 

5.924 

26.095 

511 

8.653 

5.158 

- 

- 

FTE User Fees 

404 

69 

187 

5 

32 

19 

.. 

- 

$Totai 

198.649 

63.999 

104.668 

16.344 

107.202 

48.503 

29.375 

12.598 

FTE Total 

645 

853 

831 

236 

1,062 

512 

264 

164 

^ ^ 


• ■•4; 




$ Approp. 

139.685 

60,738 

77.822 

17.201 

105.553 

40.237 

30.668 

12.585 

FTE Approp. 

1,130 

716 

592 

199 

966 

466 

254 

139 

$ User Fees 

71.767 

6,109 

29.031 

.311 

4.957 

8.261 


- 

FTE User Fees 

551 

59 

195 

3 

32 

16 

— 

- 

$Tota] 

211.452 

66.847 

106.853 

17.512 

110.510 

48.498 

30.668 

12.585 

FTE Total 

1,681 

775 

787 

202 

998 

462 

254 

139 

1 

-■ Vr 

h^' 




$ Approp. 

152.194 

63.344 

87.451 

18.592 

116.015 

41.644 

36.471 

13.122 

FTE Approp. 

1,168 

670 

576 

204 

988 

438 

271 

135 

$ User Fees 

88.187 

7,509 

33.750 

834 

4,478 

8.123 

.. 


FTE User Fees 


67 

204 

7 

30 

16 

- 

- 

$Tota} 

240.381 

70.853 

121.291 

19.426 

120.493 

49.764 

36.471 

13.122 

FTE Total 

1,772 

737 

780 

211 

1,018 

454 

271 

135 
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Human Drugs 


Medical Devices 


Animal Food & 
Drugs 


Center Field Center Field Center Field Center Field 


$ Approp. 

151.468 

67.047 

86.215 

22.088 

121.972 

43.334 

48.440 

15.630 

FTE Approp. 

1,140 

684 

561 

225 

986 

442 

290 

152 

$ User Fees 

96.995 

6.970 

36.217 

2.710 

3.900 

8.359 

-- 

- 

FTE User Fees 

644 

67 

248 

7 

30 

15 

-- 

- 

$Total 

248.463 

74.017 

122.432 

24.798 

125.872 

51.693 

48.440 

15.630 

FTE Total 

1,784 

751 

809 

232 

1,016 

457 

290 

152 










$ Approp. 

178.017 

76.683 

111.QS4 

27.551 

131.466 

48.496 

55.727 

29.916 

FTE Approp. 

1,122 

695 

657 

237 

965 

442 

323 

247 

$ User Fees 

104.093 

5.551 

38.287 

878 

4.919 

8.776 

- 

" 

FTE User Fees 

658 

42 

246 

7 

32 

15 

- 

" 

$Total 

282.110 

82.234 

149.311 

28.531 

136.385 

57.272 

55.727 

29.916 

FTE Total 

1,780 

737 

894 

242 

997 

457 

323 

247 


. ■ 



:: 

$ Approp. 

188.837 

85.236 

117.391 

27,927 

140.429 

52.921 

57.115 

30.544 

FTE Approp. 

1,159 

761 

701 

246 

968 

464 

341 

255 

$ User Fees 

125.1Q3 

4.672 

47.116 

1.002 

14.692 

9.243 

- 

-- 

FTE User Fees 

742 

34 

274 

8 

35 

18 


" 

$Total 

313.940 

89.908 

164.507 

28.929 

155.121 

62.164 

57.115 

30.544 

FTE Total 

1,901 

795 

975 

254 

1,003 

482 

341 

255 

& - ’ 


Si iii i v ■ S 

$ Approp. 

210.828 

81.290 

96.265 

26.089 

141.059 

50.085 

54.430 

28.928 

FTE Approp. 

1,218 

725 

559 

233 

971 

441 

346 

246 

$ User Fees 

162.653 

4.821 

43.607 

1.055 

2.879 

9.483 

1.083 

- 

FTE User Fees 

972 

34 

247 

8 

90 

13 

3 


$Total 

373.481 

86.111 

139.872 

27.144 

161.938 

59.568 

55.513 

28.928 

FTE Total 

2,190 

759 

797 

241 

1,061 

454 

349 

246 





- • 

. 

KSSSSlBHIii 

210.481 

85.003 

96,595 

26,514 

163,292 

51.670 

55.360 

35.124 

FTE Approp, 

1,171 

666 

553 

215 

970 

397 

330 

241 

$ User Fees 

185.555 

S.09S 

46.435 

1,140 

19.865 

9.945 

7.538 


FTE User Fees 

1,049 

32 

265 

8 

134 

15 

39 


$ToCal 

396.036 

86.098 

143.030 

27.654 

183.157 

61.125 

62.898 

35.124 

FTE Total 

2,220 

698 

818 

223 

1,104 

412 

369 

241 

1 > 1 ■ 


mm 


1 



$ Approp. 

217.792 

79,919 

111,443 

27.075 

165.207 

55.356 

53.824 

34,756 

FTE Approp. 

1,176 

665 

533 

197 

929 

399 

321 

217 

$ User Fees 

205.279 

5.911 

57.466 

6.725 

24.622 

9.856 

9.264 

- 

FTE User Fees 

1.100 

36 

239 

10 

156 

14 

54 

-- 

$Tota1 

423.071 

85.834 

168.909 

28.800 

189.829 

65.212 

63.088 

34.756 

FTE Total 

2,276 

701 

772 

207 

1,085 

413 

375 

217 
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Human Drugs Biologies Medical Devices _ 

Fiscal Year Drugs 



Center 

Field 

Center 

Field 

Center 

Field 

Center 

Field 

lasay 









$ Approp. 

230.757 

84.381 

116.005 

28.542 

172.258 

58.425 

58.355 

36.394 

FTE Approp. 

1,166 

604 

592 

190 

935 

386 

324 

209 

$ User Fees 

248.350 

6.888 

62.069 

3.669 

29.503 

12.734 

9.537 

- 

FTE User Fees 

1,134 

37 

251 

11 

163 

15 

54 

- 

$Total 

479.107 

91.269 

176.074 

32.211 

201.761 

71.159 

67.892 

36.394 

FTE Total 

2,320 

641 

843 

201 

1,098 

401 

378 

209 


Table 5 - FDA Appropriations Part II FY 1988-FY 2007 
($Miliions) 



Food 

Cosmetics 


Total FDA 

riiscai Year 

Center Field 

Center Field 

NCTR 

Budget 

Authority 




$ Approp. 

FTE Approp. 

53.090 

708 

73.310 

1,438 

N.A. 

N.A. 

bHh 

N.A. 

N.A. 

24.291 

241 

477.504 

$ Approp. 

FTE Approp. 


81.902 

1,585 

N.A. 

N.A. 

N.A. 

N.A. 




$ Approp. 

FTE Approp. 

67.652 

841 

93.430 

1,669 

im'teliiQM 

N.A. 

N.A. 

aKiniim 

N.A. 

N.A. 

27.269 

235 

600.979 

7,629 

$ Approp. 

FTE Approp. 

77.239 

897 

Hnimyni 

106.660 

1,786 

N.A. 

N.A. 

N.A. 

N.A. 

31.407 

230 

■1 


$ Approp. 

FTE Approp, 

88.421 

950 

■HPilHH 



$ Approp, 

FTE Approp. 

85.970 

913 

118.720 

1,782 

N.A. 

N.A, 

N.A. 

N.A. 

32.986 

257 

805.818 

8,939 



89.466 

910 

123.548 

1,765 

N.A. 

N.A. 

N.A. 

N.A. 

34.989 

249 

875.968 

9,167 

1 . p., JI.'T ^ _ 19. J' 

$ Approp. 

FTE Approp. 

90.887 

871 

125.511 

1,719 

N.A, 

39 

N.A. 

N.A. 

38.349 

247 

869.230 

8,811 
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■"NA" (Not Available) means that there is a number for this category but FDA Is unable to provide it. 
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Table 6 - Regulated Industry Sales Statistics FY JL988'-FY 
2007 


FDA 

Fiscal Appropria- 
Year tions{$ 
Millions) 


Sates {$ Billions) 


Human 

Food 


Rx & OTC Biological 
Drugs Products 


Cosmetics 


Animal 
Feed & 
Drugs 


Medical Total FDA 
Devices Products 


1968 

477.504 

563.520 

40.846 

N.A. 

31.800 

20.060 

29.009 

685.237 

1989 

542.343 

500.375 

45.055 

N.A. 

33.900 

29.936 

31.160 

740.428 

1990 

600.979 

649.094 

50.683 

N.A. 

36.000 

29.356 

33.675 

796.608 

1991 

668.392 

677.414 

54.870 

N.A. 

36.900 

28.657 

35.061 

632.902 

1992 

761.830 

682.912 

58.159 

N.A. 

37.900 

33.283 

35.829 

848.083 

1993 

605.618 

710.825 

61.675 

N.A. 

40.300 

27.086 

37.426 

877.312 

1994 

875.968 

742.565 

65.086 

N.A. 

43.200 

36.687 

38.911 

926.449 

1995 

869.230 

766.761 

71,760 

7.707 

45.900 

32.090 

40.946 

957.459 

1996 

889.527 

797.517 

79.520 

8.743 

48.900 

44.933 

43.406 

1,014.278 

1997 

880.743 

838.927 

88.753 

10.049 

51.600 

41.255 

45.767 

1,066.302 

1998 

931.863 

876.419 

99.785 

12.905 

52.500 

35.724 

46.948 

1,111.476 

1999 

985.279 

924.534 

115.978 

17.136 

53.900 

36.192 

48.755 

1,179.359 

2000 

1,048.149 

968.639 

132.202 

21.130 

55.000 

35.406 

49.496 

1,240.743 

2001 

1,009.311 

1,011.876 

150.064 

26.627 

54.400 

35.708 

49.944 

1,302.992 

2002 

1,354.366 

1,050.742 

169.552 

32.653 

54.400 

39.334 

51.e09 

1,365.638 

2003 

1,398.350 

1,098.961 

186.899 

39.239 

56.000 

44.038 

54.733 

1,440.631 

2004 

1,401.214 

1,157.534 

201.532 

46.390 

58.200 

44.484 

55.889 

1,517.639 

2005 

1,452.274 

1,230.793 

212.520 

54.846 

61.700 

43.177 

58.072 

1,606,262 

2006 

1,493.580 

N.A. 

N.A. 

64.009 

N.A. 

38.303 

N.A. 

N.A. 

2007 

1,574,155 
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